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The  Economic  and  Quality  of  Life  Impact  of  Remote  Technologies  on 
High  Risk  Patients  and  Their  Caregivers 


INTRODUCTION: 

The  care  of  patients  disabled  from  chronic  disease  is  costly--not  only  in  terms  of 
increased  medical  expenditures  and  loss  of  productivity,  but  for  caregivers,  who 
are  more  likely  to  report  increased  levels  of  stress.  Improved  health  outcomes 
using  remote  technologies  have  been  demonstrated;  however,  convincing  cost- 
effective  analyses  have  been  lacking,  and  relief  of  caregiver  burden  is  uncertain. 
We  carried  out  a  pilot  study,  CLIN  0001 ,  testing  a  patient  and  caregiver-centered 
Plan  of  Care  (POC)  utilizing  remote  technologies  (RT)  or  a  program  of  home 
health  assistance  by  Home  Health  Aides  (HHA)  compared  to  a  control  group  of 
similar  patients  receiving  Usual  Care  (UC)  or  optimal  dialysis  care.  Data  from  the 
nine-month  pilot  study  suggested  that  the  RT  may  offer  substantial  cost  savings 
and  improved  intermediate  health  outcomes.  CLIN  0002  was  designed  to  focus 
resources  on  the  RT  intervention  and  explore  the  stability  of  these  patterns  over 
time  and  to  demonstrate  sustainability. 
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BODY: 


During  the  past  1 2  months,  a  no-cost  extension  of  one  quarter  was  granted  to 
CLIN  0002  on  December  2009  (see  Appendix  1 :  Amendment  of 
Solicitation/Modification  of  Contract,  dated  December  7,  2009).  The  period  of 
performance  for  CLIN0002  was  extended  from  20  December  2008  -  19  January 
201 0  to  20  December  2008  -  1 9  May  2010.  The  approval  incorporates  the 
revised  budget  for  CLIN0002  dated  25  November  2009.  Study  interventions  with 
this  pilot  study  group  were  concluded  and  hospitalization  records,  survey  data, 
etc.  were  analyzed. 

A  Continuation  Modification  was  submitted  to  USAMRMC  on  January  15,  2010 
and  was  approved  on  May  28,  2010  (see  Appendix  2:  Amendment  of  Solicitation/ 
Modification  of  Contract,  dated  May  26,  2010).  Recruitment  effort  for  CLIN0003 
took  place  and  continues  with  the  support  of  Liberty  Dialysis  staff.  Study 
equipment  has  been  purchased  and  preparations  are  being  made  to  install  the 
Turtle  units  in  the  homes  of  study  participants. 

The  status  of  each  task  in  the  approved  Statements  of  Work  for  CLIN  0002  and 
CLIN  0003  follows. 

STATEMENT  OF  WORK  (CLIN  0002): 

Task  1.  Conduct  all  appropriate  procedures  with  institutionai  review 
boards  (3  months). 

Completed. 

•  March  3,  2009:  Project  protocol,  informed  consent  form  and  supporting 
documents  were  submitted  to  the  Western  IRB  at  the  request  of  the  HPH 
IRB.  (HPH  IRB  transferred  all  research  studies  it  oversaw  to  Western 
IRB). 

•  April  17,  2009:  Western  IRB  issued  approval  for  all  study  documentation. 

It  was  determined  that  HPH  IRB  had  erroneously  submitted  an  old  version 
of  the  protocol  on  our  behalf,  so  the  newest  version  was  submitted  (see 
Appendix  3:  Western  IRB  Approval  Letter  dated  April  17,  2009). 

•  May  22,  2009:  Western  IRB  issued  approval  for  all  study  documentation 
(see  Appendix  4:  Western  IRB  Approval  Letter  dated  May  22,  2009) 

•  July  10,  2009:  Western  IRB  issued  its  approval  of  Protocol  version  9,  a 
revised  consent  form,  and  two  study  advertisement  (see  Appendix  5: 
Western  IRB  Approval  Letter  dated  July  10,  2009,  Appendix  6:  Consent 
form  and  Appendix  7:  Study  advertisement). 

•  July  29,  2009:  HRPO  Issued  an  approval  for  the  continuing  review  report 
for  the  subject  protocol  that  had  been  submitted  in  November  2008  (see 
Appendix  8:  HRPO  Amendment  and  Continuing  Review  Acceptance 
Memorandum  dated  July  29,  2009).  Karen  Eaton  of  HRPO  explained  that 
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though  the  protocol  had  been  approved,  there  was  an  unexplained  delay 
sending  it  to  the  H.O.P.E.  Project  office. 

•  August  7,  2009:  After  reviewing  Protocol  version  9,  Karen  Eaton  said  that 
the  St.  Francis  Healthcare  Foundation  had  to  update  their  Federalwide 
Assurance  information.  In  addition,  Western  IRB  needed  to  approve  some 
minor  corrections  to  wording  in  the  protocol. 

•  September  16,  2009:  Submitted  Protocol,  version  10,  dated  September 
14,  2009  to  WIRB. 

•  September  18,  2009:  Western  IRB  issued  its  approval  of  Protocol  version 
10  (see  Appendix  9:  WIRB  Approval,  dated  September  18,  2009). 

•  September  25,  2009:  HRPO  issued  an  approval  of  the  amendments  to  the 
Protocol  version  10  (see  Appendix  10:  HRPO  Amendments  Apprival 
Memorandum,  dated  September  25,  2009). 


Task  2.  Recruit  Patients 

Completed. 

Study  personnel  made  numerous  visits  to  the  Liberty  Dialysis  sites  (Kaimuki, 
Leeward,  Siemsen,  Sullivan,  Waipahu  and  Waianae)  to  meet  with  and  consent 
potential  study  participants.  Principal  Investigator  met  with  local  nephrologists  to 
discuss  the  Pilot  Study  results  in  order  to  garner  their  support  in  our  recruitment 
efforts.  The  Remote  Care  Coordinator  met  with  1 06  patients  at  the  various 
facilities.  53  patients  signed  consent  forms  to  participate.  Recruitment  efforts  for 
CLIN0002  continued  until  November  2009  because  new  patients  were  recruited 
as  needed  when  several  patients  withdrew  their  participation  for  a  variety 
reasons.  Five  withdrew  at  the  request  of  nephrologist.  Two  death,  one  problem 
with  DSL  installation  problem,  one  son  did  not  want  father  to  participate,  one 
withdrew  due  to  cancer  diagnosis,  one  opted  out,  one  moved  off  island  (Samoa), 
and  one  was  removed  for  noncompliance.  On  November  13,  2009,  the  last 
patient  signed  the  consent. 

Task  3.  Populate  research  database. 

•  Review  medical  records  and  enter  selected  information  into 
database. 

•  Rank  patient  using  Risk  Score  tool. 

Completed.  Consented  patients  were  ranked  based  on  their  Risk  Score  to 
determine  whether  they  qualify  to  be  part  of  the  study.  Patients  with  high  Risk 
Scores  (Risk  Score  >  1 .2)  had  their  medical  records  for  hospitalizations  collected. 

Task  4.  Enroll  patients  (N=50)  and  caregivers  into  study. 

Completed. 
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More  than  100  patients  expressed  interest  in  the  study  and  53  signed  the 
consent  forms  to  participate  in  the  study.  Of  these  patients,  38  were  identified  as 
having  a  Risk  Score  that  qualified  them  for  a  positioning  the  study.  They  were 
randomly  selected  and  placed  into  either  the  RT  group  or  the  Control  Group.  29 
new  patients  enrolled  to  phase  2  of  the  study.  Five  of  these  patients  were  not 
selected  at  the  request  of  their  nephrologist.  Other  patients  were  not  selected  for 
a  variety  of  reasons,  including  DSL  connection  problems,  moving  off  the  island, 
cancer  diagnosis,  having  changed  their  mind,  being  incoherent,  drug  seeking 
behavior  and  so  forth.  One  patient  passed  away. 

The  Principal  Investigator  decided  that  it  would  be  helpful  to  continue  monitoring 
CLIN  0001  RT  and  Control  Group  patients,  if  they  were  in  favor  of  staying  in  the 
study  beyond  the  agreed  upon  9  months.  On  July  10,  2009,  Western  IRB  issued 
an  approval  for  the  revised  consent  form  which  lengthen  the  study  participation 
from  9  months  to  an  additional  24  months.  All  of  the  RT  and  Control  Group 
patients  from  the  Pilot  Study  were  approached  about  continuing  their 
participation  in  the  study  in  Phase  2.  Of  the  Pilot  Study  patients  who  were 
approached  about  continuing  their  involvement  with  the  study  in  Phase  2,  eight 
RT  patients  signed  updated  consent  forms  to  continue  and  one  passed  away.  Of 
the  Pilot  Study  Control  Group,  five  patients  signed  updated  consent  forms  to 
continue,  one  patient  passed  away  and  four  declined  further  participation. 

Data  were  collected  on  total  44  patients.  Due  to  death  and  drop  out,  at 
conclusion,  16  patients  are  in  RT  Group  and  20  patients  are  in  Control  Group. 

Task  5.  Install  and  use  a  Health  Insurance  Portability  and  Accountabiiity 
Act  (HIPPA)  compiiant  teieheaith  home  heaith  monitoring  system. 

•  Monitoring  25  patients  on  the  isiand  of  Oahu  who  meet  inciusion 
criteria  and  are  enroiied  in  the  experimentai  group. 

•  Monitor  physioiogic  parameters  and  symptoms  of  patients  based  on 
customized  care  pians  deveioped  at  the  time  of  patient  enroiiment. 

•  Utiiize  synchronous  video-teieconferencing  to  provide  consuitative 
services  between  a  Care  Manager,  patients  and  caregivers. 

Completed. 

The  RCC  and  IT  specialist  set  up  the  Turtle  500  from  ViTel  Care  for  use  by  the 
study  participants.  Virtually,  all  new  Turtle  500  monitors  that  were  shipped  to  the 
H.O.P.E.  Project  by  ViTel  Net  were  found  to  be  defective.  The  problems  were 
discovered  when  the  RCC  attempted  to  set  up  the  equipment  in  patients’  homes. 
The  Turtle  500’s  were  returned  to  ViTel  Net  and  replacements  were  shipped  to 
the  H.O.P.E.  Project.  ViTel  Net  also  sent  an  IT  representative  to  fix  any 
problems  with  the  equipment.  The  initial  problems  caused  a  delay  in  the  start  of 
the  patient  monitoring.  The  first  patient’s  remote  technology  was  installed  in  his 
home  on  July  27,  2009.  Continuing  RT  patients  from  Pilot  Study  had  their 
remote  technology  replaced  by  new,  smaller  Turtle  500’s. 
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Task  6.  Conduct  phase  2  of  the  study  of  patients. 

■  Develop  and  test  study  database. 

■  Gather  and  enter  relevant  patient  information  into  database. 

■  Identify  potential  subjects  using  Risk  Score  stratification. 

■  Recruit,  consent,  and  enroll  patients  and  caregivers. 

■  Deliver  Remote  Technology  services  to  study  cohort  of  20 
patients  using  home  monitors  and  video  teleconferencing. 

■  Collect  data  on  hospitalization,  emergency  room  utilization, 
antibiotic  use,  and  fiscal  charges  on  patients. 


Completed. 

Healthcare  personnel  are  proficient  in  the  use  of  the  remote  technologies. 
Patients  and  caregivers  were  trained  in  the  use  of  the  Turtle  monitors  and  the 
units  were  installed  in  their  homes.  Follow  up  training  was  provided  as  needed. 

Medical  records  and  hospital  charges  were  collected  quarterly  for  all  new  Phase 
2  patients  after  they  have  been  in  the  study  one  quarter.  Continuing  patients 
from  the  Pilot  Study  had  their  medical  records  gathered  from  the  hospitals 
quarterly  as  well.  They  were  retrieved  for  all  patients  monthly  from  April  2010. 
These  were  reviewed  by  study  personnel  and  entered  into  the  database. 

Task  7.  Deliver  clinical  interventions  to  the  study  population. 

Completed. 

Interventions  for  RT  patients  began  as  soon  as  their  turtle  monitoring  equipment 
is  installed  in  their  homes.  All  RT  patients  sent  their  data  in  to  the  RCC  three  to 
four  times  a  week. 

Data  collection  for  Control  Group  patients  began  July  1 5,  2009.  As  for  those  who 
consented  before  July  14,  2009,  medical  records  from  the  past  five  years  (from 
July  1 5,  2004  to  July  1 4,  201 0)  were  retrieved  for  Phase  2  patients.  As  for  those 
patients  who  consented  after  July  15,  2010,  past  five  years  of  medical  records 
were  requested  for  their  file  as  well.  These  were  reviewed  by  study  personnel  to 
gain  insights  into  the  health  histories  and  issues  of  the  study  participants. 
Quarterly  medical  records  and  hospitalization  charges  for  these  patients  were 
retrieved  after  they  have  been  in  the  study  a  month  since  July  15.  2010. 


Task  8.  Create  home  Electronic  Medical  Records  (HEMR)  access  for 
patient’s  physician. 

Completed. 

Study  patients’  nephrologists  and  their  staff  were  trained  to  use  HEMR. 
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Task  9.  Administer  quaiity  of  iife  (SF-36)  and  satisfaction  of  service  (CSQ- 
8)  surveys. 

Completed. 

SF36  (see  Appendix  1 1 :  SF-36)  and  Flealth  Utilities  Index  (FlUl)  (see  Appendix 
12:  FlUl)  surveys  were  administered  to  all  study  participants  at  the  beginning 
(August  to  November  2009)  and  at  the  midpoint  (January  to  February  2010). 
CSQ8  surveys  were  given  at  the  midpoint  (October  2009)  to  the  RT  patients  from 
the  Pilot  Study  in  order  to  measure  their  satisfaction  with  the  service  they 
received.  CSQ8  surveys  were  also  mailed  home  for  patient  caregivers  to  fill  out 
and  return  at  this  time.  CSQ  survey  was  administered  to  7  RT  Pilot  Study 
patients.  7  surveys  were  sent  to  their  caregivers  and  6  out  of  7  surveys  were 
returned.  CSQ  Surveys  for  the  Phase  2  patients  is  in  the  process  of  being 
administered.  As  for  Physician  Satisfactory  Survey,  the  patients’  primary 
physician  will  be  given  these  at  the  very  end  of  the  study. 

Task  10.  Conduct  analysis  (3  months). 

■  Health  resource  utilization  outcomes  of  RT  compared  to  UC. 

■  Economic  cost  effectiveness  of  RT  compared  to  UC. 

■  Impact  of  interventions  on  quality  of  life  of  patient  (SF-36). 

■  Impact  of  interventions  on  caregiver  satisfaction  with  services 
(CSQ-8). 

Ongoing. 

Preliminary  analysis  of  the  study  data  is  included  later  in  this  section.  Dr. 

Berman  and  Dr.  Flalliday  completed  their  research  paper  detailing  their  analysis 
of  the  Pilot  Study  results.  It  was  submitted  for  publication  in  Clinical  Journal  of 
American  Society  of  Nephrology  (CAJSN)  as  an  expedited  report.  Flowever,  it 
was  rejected  due  to  small  sample  size.  They  are  in  the  process  of  revising  their 
research  paper  detailing  their  analysis  of  the  Phase  1  plus  Phase  2  results  and  it 
is  being  submitted  to  the  same  journal. 

STATEMENT  OF  WORK  (CLIN  0003): 

Task  1.  Obtain  Institutional  Review  Board  (IRB)  approval  for  continuation 
of  study. 

Completed/Ongoing. 

•  February  1 7,  201 0:  A  Continuing  Review  Report  was  submitted  to  the 
Western  IRB. 

•  March  26,  2010:  Western  IRB  Issued  approval  of  the  Continuing  Review. 
(See  Appendix  13:  Western  IRB  Approval  Letter  dated  March  31, 2010). 
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•  April  30,  201 0:  A  Western  IRB  Continuing  Review  Report  and  Approval 
documents  were  submitted  to  HRPO. 

•  May  1 8,  201 0:  the  H.O.P.E.  Project  received  the  approval  (See  Appendix 
14:  HRPO  Amendment  and  Continuing  Review  Acceptance 
Memorandum,  dated  May  18,  2010). 

•  The  Protocol  version  1 1  is  being  submitted  to  the  Western  IRB  and  HRPO 
within  the  next  month. 

Task  2.  Recruit  patients. 

Ongoing. 

The  Remote  Care  Coordinator  (RCC)  is  in  the  process  of  meeting  with  and 
discussing  the  study  with  potential  participants  at  the  Liberty  Dialysis  Waipahu, 
Kaimuki,  Leeward,  and  Waianae  sites  as  well  as  Sullivan  and  Siemsen  Liberty 
Dialysis  site.  Liberty  Dialysis  staff  members  and  nephrologists  assisted  in 
recommending  patients  who  would  like  to  find  out  more  about  the  study.  The 
RCC  made  numerous  visits  to  the  facilities  to  discuss  the  study  with  the  patients 
and  assist  in  consenting  them  to  participate.  As  of  June  20,  2010,  57  patients 
consented  to  participate,  43  of  whom  were  found  out  to  have  high  Risk  Score 
(Risk  Score  >  1 .2).  Of  the  43,  39  were  randomly  selected  and  placed  into  either 
the  RT  group  or  the  Control  Group.  As  of  June  20,  2010,  17  patients  are 
assigned  to  RT  group,  22  were  assigned  to  Control  Group  and  2  were  assigned 
to  Back-up  Group.  The  other  4  patients  declined  to  participate  either  before  or 
after  randomization  due  to  various  reasons,  including  changing  their  mind,  their 
caregivers  do  not  want  patients  to  participate  and  so  forth. 

Some  of  the  RT  and  Control  Group  patients  from  the  Phase  2  were  approached 
about  continuing  their  participation  in  the  study.  Those  who  agreed  signed 
revised  Informed  Consent  Forms  approved  by  Western  Institutional  Review 
Board  (IRB)  that  lengthen  their  monitoring  time  from  nine  months  to  24  months. 
One  patient  withdrew  at  this  time. 

As  of  June  20,  2010,  16  RT  Group  patients  and  20  Control  Group  patients  from 
Pilot  Study  and  Phase  2  are  currently  monitored  for  CLIN0003  and  intervention 
and  data  collection  for  Phase  3  new  patients  has  not  started  yet.  Data  collection 
for  22  Control  Group  patients  from  Phase  3  will  start  on  July  1 , 2010. 
Interventions  for  17  new  RT  patients  for  Phase  3  will  begin  as  soon  as  their 
remote  monitoring  equipment  is  installed  in  their  homes. 

Task  3.  Populate  research  database. 

■  Review  medical  records  and  enter  selected  information  into 
database. 

■  Rank  patients  using  Risk  Score  tool. 

Ongoing. 
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Consented  patients  were  ranked  based  on  their  Risk  Score  to  determine  whether 
they  qualify  to  be  part  of  the  study.  Patients  with  high  Risk  Scores  will  have  their 
medical  records  for  hospitalizations  collected  within  the  next  month. 

Task  4.  Enroll  patients  (N=40)  and  caregivers  into  study. 

Ongoing. 

As  of  June  20,  2010,  the  RCC  has  met  with  approximately  89  patients  who  have 
expressed  interest  in  the  study.  Of  those,  57  patients  signed  consent  forms  to 
participate  in  the  study,  and  43  meet  the  criteria  to  participate. 

Task  5.  Install  and  use  a  Health  Insurance  Portability  and  Accountability 
Act  (HIPAA)  compliant  telehealth  home  health  monitoring  system. 

■  Monitor  40  patients  on  the  island  of  Oahu  who  meet  inclusion  criteria 
and  are  enrolled  in  the  experimental  group. 

■  Monitor  physiologic  parameters  and  symptoms  of  patients  based  on 
customized  care  plans  developed  at  the  time  of  patient  enrollment. 

■  Utilize  synchronous  video-teleconferencing  to  provide  consultative 
services  between  a  Care  Manager,  patients  and  caregivers. 

Ongoing. 

The  RCC  and  IT  specialist  are  in  the  process  of  setting  them  up  for  use  by  the 
study  participants.  H.O.P.E.  Project  will  purchase  10  Turtle  500  units  from  ViTel 
Net  within  the  next  month. 

Task  6.  Deliver  clinical  interventions  to  the  study  population. 

Ongoing. 

Subjects  are  being  trained  in  the  use  of  the  Turtle  monitors  and  the  units  in  the 
process  of  scheduling  their  turtle  installation  in  their  homes.  This  includes 
ongoing  monitoring  of  16  patients  already  enrolled  in  the  study  from  Phase  1  and 
2. 

Task  7.  Create  Home  Electronic  Medical  Records  (HEMR)  access  for 
patient’s  physician. 

Ongoing. 

Study  patients’  nephrologists  and  their  staffs  are  being  trained  to  use  HEMR. 

This  is  a  continuation  of  the  methodology  used  in  CLIN  0001  and  0002. 

Task  8.  Conduct  telehealth  research  described  in  the  hypotheses  and  the 
design. 
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■  Measure  the  described  clinical  and  economic  outcomes  in  the  study 
population. 

■  Administer  Quality  of  Life  (QoL)  and  self-efficacy  surveys  to  patients 
and  caregivers  at  the  beginning,  midpoint  and  end  of  the  study. 

■  Conduct  statistical  analyses. 

■  Perform  a  comprehensive  economic  analysis. 

Ongoing. 

Now  that  the  39  study  participants  have  been  selected  and  consented,  the 
telehealth  research  will  begin.  Baseline  surveys  are  in  the  process  of  being 
administered.  Medical  records  from  the  past  five  years  will  be  retrieved  within 
the  next  month  and  will  be  reviewed  by  study  personnel  to  gain  insight  into  the 
health  histories  and  issues  of  the  study  participants.  Hospitalization  records  will 
be  accessed  after  they  have  been  in  the  study  a  month.  Continuing  patients  from 
Phase  1  and  2  have  had  their  hospitalization  records  retrieved  monthly. 

Analyses  will  be  conducted  once  data  are  collected. 


ANALYSIS  OF  CLIN  0002  (PHASE  2)  RESULTS 


I.  Data  and  Methods 


The  data  come  from  44  patients  who  were  enrolled  in  a  Randomized  Controlled 
Trial  (RCT).  We  collected  data  on  hospital  and  emergency  room  visits,  hospital 
days,  and  total  charges.  For  in-patient  services,  the  health  utility  indices  2  and  3 
(HLII2  and  HUI3,  respectively),  the  SF-36,  and  the  patient’s  risk  score  (at 
baseline)  and  every  6  months  or  when  the  patient  dropped  out  of  the  study.  We 
report  the  p-values  of  these  tests  in  Table  2.  We  compute  the  Cost-Effectiveness 
Ratio  as 


where  Cjand  Q  are  total  average  costs  and  .^and  Eq  are  average  Quality 

Adjusted  Life  Years  (QALY)  in  treatment  and  control  per  person  over  the  study 
period.  QALY  are  measured  by  summing  either  the  HLII2  or  HLII3,  weighted  by 

the  percentage  of  the  year  they  measured  over  the  three  rounds.  So,  if 
denotes  the  average  health  utility  for  round  r,  then  we  will  have  that 

3 

QALy=2«r/4, 

as  each  three-month  round  represents  one  quarter  of  a  year.  Because  the  Pilot 
Study  spanned  only  nine  months,  we  did  not  discount  costs.  We  used  the  delta- 
method  to  compute  the  standard  error  of  the  CE  Ratio. 


We  begin  with 
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where 


and 


Define  the  mapping  as 

Then,  we  will  have  that 
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The  delta  method  gives  us  that 


CE~N\ 


^JQ-C 


-J _ ^ 

P  -  P  ’  ® 

\  -^1  ■'^0 


where 


=  Vf(Q  -  Q,E,  -  Eo)2Vf(C,  -  Q,E,  -  eJ. 


Applying  the  analogy  principal,  we  obtain  that 

OEe  =  fe  +  CB’-ot  -  2CB<h,,>(E,  -  . 

If  we  take  the  square  root  of  the  above  equation,  we  obtain  the  standard  error. 


II.  Results 
Demographics 

Of  the  89  patients  who  gave  informed  consent  for  CLIN  0001  and 
CLIN0002,  66  met  the  criteria  of  high  risk  utilizing  the  Risk  Score  calculated  from 
the  data  in  their  medical  records.  Forty-four  (44)  patients  were  included  in  the 
analysis  (UC,  n=25;  RT,  n=19)  conducted  on  each  patients  records  from  time  of 
enrollment  through  March  31 , 201 0  (Table  1 ).  Of  22  patients  not  enrolled  in  the 
study,  2  were  withdrawn  because  they  could  not  master  the  technology  of  RT,  3 
patients  were  not  compliant.  The  remainder  declined  when  assigned  to  a  limb  of 
the  study  that  did  not  interest  them.  The  mean  age  was  62  for  UC,  56.21  for  RT, 
Risk  Scores,  Karnofsky  score,  and  the  number  of  study  days  was  similar  in  both 
groups  as  was  the  SF36  and  subscales  Physical  Component  Summary  (PCS), 
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Mental  Component  Summary  (MGS)  and  the  Quality  of  Life  (QALY)  (Table  1). 
Outcomes 

The  total  number  of  study  days  for  the  UC  group  was  8352  days  and  671 1 
days  for  the  RT  group.  The  RT  group  had  better  health  outcomes  (Table  1).  The 
number  of  hospital  days  per  study  day  was  significantly  less  in  the  RT  limb 
(0.0087  vs.  0.036)  (p<  .0567).  Total  hospital  and  emergency  room  charges/ 
patient  day  of  study  in  the  RT  group  ($62.97/day)  were  26%  of  the  charges  in  the 
UC  group  ($245.36)  (p<.  0277).  Quality  of  Life  (QQL)  as  a  measure  did  not 
improve  in  the  RT  group,  and  did  not  deteriorate  in  the  UC  group,  despite  the 
disparity  in  clinical  outcomes  (Table  1). 

Patient  -  Clinician  interaction. 

In  the  RT  intervention  group,  the  number  of  nurse  clinician-initiated 
contacts  for  outlier  clinical  values  or  subjective  change  in  clinical  condition  as 
reported  remotely  by  the  patient  decreased  from  23  in  the  first  month  of  each 
patients  intervention  to  less  than  5  episodes  by  6  months  of  involvement. 

During  the  same  period,  the  number  of  contacts  for  technical  issues  did  not 
change  (Figure  1). 

III.  Conclusions 

The  findings  that  RT  can  have  a  positive  impact  on  health  outcomes  and 
potentially  pay  for  itself  through  cost  savings  is  of  great  interest  when  the  future 
portends  increasing  number  of  patients  with  chronic  diseases  combined  with 
frailty  and  disability.  CLIN0002  reinforced  the  findings  of  the  pilot  study.  However, 
the  sample  size  is  still  very  small.  We  project  that  a  total  of  80  to  100  patient 
years  will  be  required  to  power  the  analysis  so  that  the  results  can  impact  public 
policy  and  the  delivery  of  healthcare. 
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Table  1.  Healthcare  Resource  Outcomes 


UC 

N=25 

Mean  (SD) 

RT 

N=19 

Mean  (SD) 

t  (RT-UC) 
[p-value] 

Age 

62 

56.21 

-1.42 

(14.46) 

(11.93) 

[0.1642] 

Risk  Score 

1.35 

1.42 

1.68 

(0.11) 

(0.16) 

[0.1002] 

K-score 

57.6 

58.95 

0.99 

(5.23) 

(3.15) 

[0.3264] 

Total  Study  Days 

334 

353 

.306 

(202.64) 

(208.40) 

[.38] 

Hospital  Visit  per  Patient 

0.0062 

0.0031 

-1.56 

Day 

(0.0060) 

(0.0070) 

[0.1257] 

Hospital  Days  per  Patient 

0.036 

0.0087 

-1.96 

Day 

(0.057) 

(0.024) 

[0.0567] 

ER  Visits  per  Patient  Day 

0.0018 

0.0013 

-0.55 

(0.0031) 

(0.0028) 

[0.5855] 

Charges  per  Patient  Day 

$245.36 

$62.97 

-2.28 

(321 .85) 

(151.44) 

[0.0277] 

PCS' 

38.22 

40.07 

0.75 

(8.30) 

(7.90) 

[0.4579] 

MCS^ 

49.79 

52.02 

0.81 

(8.60) 

(9.47) 

[0.4198] 

QALY'-^ 

0.32 

0.37 

0.63 

(0.26) 

(0.25) 

[0.5321] 

CSQ-8  (Patients) 

N/A 

27.10 

(3.85) 

N/A 

CSQ-8  (Caregivers) 

N/A 

27.81 

(3.08) 

N/A 

Note; 

1.  PCS;  Physical  Component  Summary. 

2.  MCS;  Mental  Component  Summary 

3.  QALY;  Quality  of  Life 

4.  Physician  Satisfaction  Survey;  The  patients’  primary  physician  will  be  given  these  at  the  very 
end  of  the  study. 
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Table  2:  Reasons  for  Hospitalization 


UC 

RT 

(N=25) 

(N=19) 

Vascular  Access  Creation/Repair 

25 

7 

Sepsis 

10 

2 

Myocardial  Infarct 

2 

1 

Pneumonia 

2 

0 

Fall  Fracture 

1 

1 

Hypotension 

1 

1 

Diabetic  Foot  Infection 

1 

0 

Misc.  Surgery 

9 

2 

Misc.  Medicine 

3 

0 
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Figure  1 .  Patient- 1  initiated  Contact  Occurrences 


Clinician-Patient  Contact 

Technical  occurences  ■  Medical  occurences 
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KEY  RESEARCH  ACCOMPLISHMENTS: 

•  Recruited  subjects  for  CLIN  0002.  Met  individually  with  over  1 06  patients 
who  expressed  interest  in  the  study. 

•  Obtained  signed  consents  from  53  patients. 

•  Applied  Risk  Score  tool;  38  of  the  consented  patients  were  determined  to 
have  high  Risk  Scores  (.=1 .2). 

•  Administered  SF-36,  HUI  and  CSQ8  surveys  to  all  CLIN  0002  study 
participants. 

•  Collected  and  analyzed  hospitalization  records  for  study  participants  in 
CLIN  0002. 

•  Completed  study  interventions  for  RT  and  UC  groups  in  CLIN  0002. 

•  Received  IRB  approval  for  all  study  documents  and  materials  for  CLIN 
0003. 

•  Recruited  subjects  for  CLIN  0003.  Met  individually  with  over  89  patients 
who  expressed  interest  in  the  study. 

•  Obtained  signed  consents  from  57  patients  for  Phase  3. 

•  Applied  Risk  Score  tool;  43  of  the  consented  patients  were  determined  to 
have  high  Risk  Scores  (>  1 .2)  for  Phase  3. 

•  As  of  June  20,  201 0,  39  new  patients  enrolled  in  the  study. 


REPORTABLE  OUTCOMES: 

Based  on  the  strength  of  the  Pilot  study  and  Phase  2  preliminary  results, 
additional  funding  has  been  sought: 

•  4/25/09:  An  application  was  submitted  for  a  Recovery  Act  Limited 
Competition:  National  Institutes  of  Health  Challenge  Grant. 

•  6/8/09:  An  application  was  submitted  for  a  grant  offered  by  the  Agency  for 
Healthcare  Research  and  Quality  Health  Services  Research  Projects. 

•  3/5/1 0:  An  amended  application  was  submitted  for  a  grant  offered  by 
Agency  for  Healthcare  Research  and  Quality  Health  Services  Research 
Projects,  titled  “Remote  Health  Technologies  to  Improve  Qutcomes  for 
High-Risk  Patients.”  Due  to  the  technical  errors,  it  was  resubmitted  on 
July  2,  2010. 

•  3/30/1 0:  An  application  was  submitted  for  a  grant  offered  by  the  Agency 
for  Healthcare  Research  and  Quality  Health  Services  Research  Projects, 
titled  “Change  begins  with  H.Q.P.E.:  Reducing  Healthcare-Associated 
Infections  in  Patient.” 


CONCLUSION: 

Results  suggest  that  the  use  of  telehealth  monitors  in  the  home  with  nurse  case 
management  oversight  empowers  patients.  This  in  turn  results  in  fewer 
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hospitalizations  and  emergency  room  visits  and  a  lower  per  patient  cost 
expenditure  compared  to  a  like  group  of  patients  without  this  intervention 

CLIN  0003  continues  to  seek  (1)  further  exploration  into  the  stability  of  these 
patterns  over  time;  (2)  examination  of  how  cost-savings  relates  to  heath  utility 
measures,  such  as  quality  adjusted  life  years;  (3)  how  readiness  to  adopt 
technology  influences  patient  trust;  and  (4)  an  assessment  of  whether  these 
findings  can  be  replicated  in  a  larger  sample  of  patients  than  in  the  Pilot  Study 
and  Phase  2. 

CLIN  0003  of  the  study  has  enrolled  and  additional  39  patients  who  have  been 
assigned  to  the  Remote  Technology  or  Usual  Care  (Control  Group)  limbs  in  a 
random  fashion. 
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Appendices: 


3.  Western  IRB  Approval  Letter  dated  April  17,  2009. 

4.  Western  IRB  Approval  Letter  dated  May  22,  2009. 

5.  Western  IRB  Approval  Letter  dated  July  10,  2009 

6.  Research  Subject  Information  and  Consent  Form 

7.  Study  Advertisements 

8.  HRPO  Amendment  and  Continuing  review  Acceptance  Memorandum 
dated  July  29,  2009. 

9.  Western  IRB  Approval  Letter  dated  September  18,  2009. 

10.  HRPO  Amendments  Approval  Memorandum  dated  September  25,  2009. 
11.SF36 

12.  HUI 

13.  Western  IRB  Continuing  Review  Approval  Letter  dated  March  31 , 2010. 

14.  HRPO  amendment  and  Continuing  Review  Acceptance  Memorandum 
dated  May  18,  2010. 
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These  events  do  not  readily  fit  die  formal  definitian  of  Adverse  Event,  but  conld  onpact  subject 

safety  and  or  hg^its  Eaamples  mchide  diefc  of  a  coanpmer  cootaxnmg  private  identifiable  subject 
DiomudMD.  or  snady  staff  getting  ill  from  mhaliaig  a  snady  agent. 

c.  Provide  lepom  to  WTRB  cooceaung  the  progress  of  die  researeh,  wfaen  requested. 

5.  Report  io  WIRB  ar^  unplanned  pcotocol  vaoance  that  could  adversely  affect  die  safety  or  welfare  of  subjects,  os  the 

auegncy  of  cfe  research  data,  within  10  days  of  beccmxng  aware  of  die  vaiusice  Other  unpl  armed  variances  may  be 
recorded  on  a  log  and  «*idi  condniiing  review  reports . 

6.  Ensure  that  pcaor  to  performing  study-related  duties  each  member  of  die  teseas^  study  team  has  had  txainmg  in  the 
protection  of  human  subjects  appropriate  to  the  processes  requited  in  die  approved  pcotocol. 

Federal  regtalacioms  require  that  WIRB  conduct  cosciuuing  nmu  of  approved  rcscnrch.  You  will  rcectw  Conduning 
Review  Report  forms  from  WIRB.  These  reports  mast  be  returned  even  though  yovr  study  may  not  have  started. 

DISTRIBUTION  OF  COPIES: 

Contact  C'a— p^y 

Chcistiiie  Kelson  Hawaii  Pacific  Healdi 

Steven  J  Berman  M.D.  St.  Francis  Healthcare  Fonndacian  of  Hawaii  -  H.OJB.  Project 

Stanley  Saiki  hLD.  Depactmeot  of  Defense 

Piqc2Qr2 
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4.  Western  IRB  Approval  Letter  dated  May  22,  2009 


WIRB 

O6a»2SZ-2SU0 
f-AX.  aan  25^3«« 


Western  Institutional  Re^^e%v  Board  ® 


3SIS  A»NL>;  SW. OLYMPIA  W A S«m^5DtO 

PO  BOX  iaCG».aLYMPIA.WA9KSIB-2n29 


Certificate 

of 

Approval 


THE  FOLLO^TNG  WTRE  APPRO^•ED: 

IXVESTIGATOR:  Steven  J.  Bennan  M  D. 
RoomBllS 
2226  LfliLa  Street 
Honohata.  Hawaii  96817 


BO.ARD  ACTION  DATE:  5/22/2009 
P.ANEL:  6 

STUDY  .APPROVAL  EXPIRES;  4/17/2010 
STUDY  SUM:  1107395 
VTRB  PRO  NTXI:  20090577 
DATSTNUXl:  148923 
WO  NUYI;  1-551664-1 
CONTISnNG  RE5TEW;  Annually 
SITE  ST.ATUS  REPORTING:  Annually 


SPONSOR:  Depaitmeni  of  Defense 
PROTOCOL  NU’II:  None 
.YMD.  PRO.Nl’M: 

TITLE: 

THE  ECONOMIC  AND  QUALITY’  OF  LIFE  IMPACT  OF  REMOTE  TECHNOLOGIES  ON  HIGH  RISK  PATIENTS  A.ND  THEIR 
CAREGIY’ERS 


.YPPROV.AL  INCLUDES: 

Client  Satisfacdan  Questionnaiie  #6733935.0  -  As  Submitted 
Data  CoBecaon  -  Medical  Records  Fonn  #6733929.0  -  As  Submitted 
Remote  Tedmology  Monitoring  #6733930.0  -  As  Submitted 
Revised  Protocol  (03-13-2009)  Version  8-2 

Continued  on  Next  Page... 

tSTRB  .YPPROV.AL  IS  GR-A-NTED  SUBJECT  TO: 

RE-CONSENTING  INSTRUCTIONS  AH  subjects  who  will  be  enrolled  in  the  future  for  this  study  must  sign  the  most  current  WIRB- 
apptoved  consent  fotm(s). 


IF  YOU  HAVE  ANY  QUESTIONS.  CONTACT  WTRB  AT  1-800.562-»7S9 
Hbs  is  to  ceitifv  d&ai  die  infocmiaon  contained  herein  is  tne  and  cocrect  as  reflected  m  die  records  of  die  Western  Insofotional  Review 
Board  (VWB) .  U'E  CtRlltY  THAT  ^TRB  IS  IN  FULL  COMPLIANCE  ^TTH  GOOD  CLINICAL  PRACTICES  AS  DEFINED 
UNDER  THE  VS.  FOOD  AND  DRVG  ADMINISTTIATION  (FDA)  REGULATIONS  AND  THE  INTERNADONAL 
CONTERENCE  ON  HARMONISATION  aCH)  GUIDELIN'ES . 


iQ- 


Theodore  D.  Schultz.  JD.,  Chairman 


5/27/2009 

(Dale) 


This  docuara  dectraikdiT  cevietued  tad  appgored  by  Tjylor,  Roben  on  SC? ‘'3009  9  S5  45  AM  PST.  For  more  mfonmtiaii  call  Okir  Semoes  at  1-360-252-3500 


PaselofJ 
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approval  includes.  Continntd  From  Previous  Page: 

Revised  Protocol  (10-03-2008)  Version  7 

Consent  Fotm  [ISO] 

Advertisement  #66054491  We  would  lilte  to  tell  -  As  Submitted 

WTRB  H.AS  .APPROi-ED  THE  FOLLOWING  LOC.ATIONS  TO  BE  USED  IN  THE  RESE.ARCH: 

.  H.OPE.  Project.  Room  BUS,  2226  Lflflta  Street.  Honolulu.  Hawaii  96817 

If  the  PI  has  an  obligation  to  use  another  IRB  for  an.v  site  listed  above  and  has  not  submitted  a  written  statement  from  the 

other  IRB  acknowledging  WTRB's  review  of  this  research,  please  contact  WTRB's  Client  Services  department. 

.ALL  WTRB  .APPROATD  INAXSTIG.ATORS  MUST  COMPLY  WITH  THE  FOLLOWING: 

1.  Conduct  the  research  in  accordance  with  the  protoccd.  applicable  laws  and  regulations,  and  the  principles  of  research 
ethics  as  set  fottii  in  the  Belmont  Repott. 

2.  Unless  consent  has  been  waived,  conduct  the  infotmed  consent  process  without  coercion  or  undue  influence,  and 
provide  die  potential  subject  sufficient  oppoitunity  to  consider  whedier  or  not  to  participate. 

a.  Use  onlj-  the  most  current  consent  form  beating  the  WIRE  "APPROA^’  stang). 

b .  Provide  non-Enghsh  speaking  subjects  with  a  certified  translation  of  the  approved  consrat  form  in  the 
subjects  first  language .  The  ttanslation  must  be  approved  by  WIRB . 

c .  Obtain  pre-approval  from  WTRB  for  use  of  tecntittuent  matetials  and  other  materials  provided  to  subjects. 

3.  Obtain  pre- ^roval  fiom  WTRB  fa  any  planned  deviations  that  could  adversely  affect  the  safety  a  welfare  of 
subjects,  a  the  integtitj'  of  the  research  data  and  any  changes  in  the  research  activity.  The  only  exception  is  when 
changes  are  necessaiy  to  eliminate  apparent  immediate  hazards  to  subjects.  Immediately  repon  to  WTRB  any  such 
emergency  changes  iugtlemented. 

4.  Promptly  repon  to  WIRB  any  new  infotmation  diat  may  adversely  aSect  die  safet;'  of  the  subjects  or  the  conduct  of 
the  trial. 

a.  Repon  to  WIRB  all  adverse  events  ihx  are  unanticipated  and  possibly  related,  within  10  days  of  the 
investigator  becoming  aware  of  them. 

b.  Promptly  repon  to  WIRB  odser  unantidpaied  problems  involving  risks  to  human  subjects  a  odiers. 

These  events  do  trot  readily  fit  the  formal  definition  of  Adverse  Event,  but  could  iruiact  human  subject 
safet>'  andfa  tights.  Examples  include  theft  of  a  con^uter  containing  private  identifiable  subject 
infotmation.  a  study  staff  getting  ill  from  inhaling  a  study  agent. 

c.  Provide  reports  to  WIRB  concetning  die  progress  of  die  research,  when  tequested. 

5.  Repon  to  WIRB  any  unidanned  protocol  vaiiance  that  could  adversely  affect  the  safety  a  welfare  of  subjects,  or  the 
imegtit}'  of  the  research  data,  within  10  days  of  becoming  aw'are  of  the  vaiiance.  Other  unplanned  variances  may  be 
recorded  on  a  log  and  submitted  with  continuing  review  repons. 

6.  Ensure  that  piia  to  perfonutng  stud^'-relared  duties  each  member  of  die  research  stud>’  team  has  had  training  in  the 
profection  of  human  subjects  appropriate  to  the  processes  required  in  the  approved  prMoccd. 

Federal  regulations  require  that  WTRB  conduct  continuing  review  of  approved  research.  You  will  receive  Continuing 

Review  Report  forms  from  WTRB.  These  reports  must  be  returned  even  though  your  study  may  not  have  started. 


PaseZotS 
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DISTRIBmON  OF  COPIES: 

Contact 

%1RB  Translations  Department 

Christine  Nelson 

Steven  J.  Berman  MD. 

Stanley  Saib  MD. 

Heather  Thomas 

Comoanv  Name 

%TRB  USA 

Hatvaii  Pacific  Health 

St.  Francis  Healthcare  Foundation  of  Hawaii  -  H.OP£.  Project 
Department  of  Defense 

St.  Francis  Healthcare  Foundation  of  Hawaii  -  H.OP£.  Project 

P&Se3ctf3 
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Western  IRB  Approval  Letter  dated  July  10,  2009 


wirb" 

O<0|]52-230& 
l4aft.KM719 
FAX  0«O>  252449 


Western  Insrinirional  Review  Board  ^ 


3S3S  !ir\’EVTHAVENlIE  S«'.OLYMFtA.  WA 95024010 
PO  BOX  1 200,  a(.Y>mA.WA 95004029 


Certificate 

of 

Approval 


THE  FOLLOWTXC  WTRE  APPRO^•ED! 

IN\'ESTIGATOR;  Steven  J  Beimen  MD 
Room  BUS 
2226  Lililu  Street 
HoooItUn.  Hawaii  P6S17 


BOARD  ACTION  DATE:  7/1&20O9 
PANEL:  6 

STUDY  APPROVAL  EXPIRES:  417,2010 
STUDY  NUM:  1107395 
WTRB  PRO  NUM:  20090577 
DrtTST  NUM:  148923 
WO  NUM:  1-561266-1 
CONTINTTNG  RE\TEW:  Annually 
SITE  STATUS  REPORTING:  Annually 


SPONSOR;  Department  of  Defense 
PROTOCOL  NITU:  Nome 
AMD.  PRO.  NUM: 

TITLE: 

THE  ECONOMIC  A2JD  QUALTIY  OF  LIFE  IMPACT  OF  REMOTE  TECHNOLOGIES  ON  HIGH  RISK  PATIENTS  AND  THEIR 
CAREGII'ERS 


APPROVAL  INCLLTIES; 

Athemsemeni  <>691 1938  0  Benefits  you  become  an  active  -  As  Submitted 
Revised  Protocol  (07-01-2009)  Version  9 
Consent  Form  [INI] 

Adserfisement  »691 1937.0  HOPE  Project  Start  yon  ate  -  As  Modified 


WTRB  APPROVAL  IS  GRANTED  SUBJECT  TO: 

RE-COKSENTING  INSTRUCTIONS:  AH  subjects  cuiienfiy  enrolled  m  this  study  mnst  sign  the  most  cnrrem  %TRB-approved  consent 
foirtn(s)  at  their  nem  visit  Sid;jects  enrolled  m  the  future  must  sign  the  most  current  UlRB-approved  consent  fotm(s). 


IF  YOU  RAVE  ANY  QUESTIONS.  CONTACT  WTRB  AT  1-800-562-4789 
This  is  to  ceiiifs'  that  the  mfoematioa  contaiced  hetem  is  one  and  coitea  as  refiecied  in  the  records  of  the  Western  Imatittiooal  Review 
Board  (WTRB).  OHRP  FDA  parent  oreanizanon  number  lORG  0000432.  IRB  registration  number  IRB00000533  WE 
CERTIFi'  THAT  WTRB  IS  IN  FULL  COMPLIANCE  WITH  GOOD  CLINICAL  MIACIICES  AS  DEFINED  UNIXR  THE  U  S. 
FOOD  AND  DRUG  ADMINTSTRATION  (FDA)  REGULAnONS  ANT)  THE  INTERNAHOXAL  CONFERENCE  ON 
HAR.MONISATION  GCH)  GUIDELINES 


7,162009 


Theodore  D  Schultz.  J.D.,  Chainnan  /Date) 

Thu  doczgMae •tocqcnicalK iguiawd  and ippiuvtd by Tiytor.  Hobart oa  7<16'^009H:1&J9AMPST  FcreaonaicaBa&oscaUGMac  S«r\'»c«c  n  l*36(^253*.50O 
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WTRB  HAS  APPR0\1:D  THE  FOLLOWING  LOCATIONS  TO  BE  USED  IN  THE  RESEARCH: 

.  HOP.E  PnqecLRxwm  BUS,  2226  LiUu  Street  HoDohdiLHanui  96817 

H  die  PI  kas  an  obligalion  to  ase  another  IRB  for  any  site  listed  abore  and  has  not  snbmitted  a  written  statement  from  the 

other  IRB  acknowledging  VtlRB's  review  of  this  research,  please  contact  WTRB's  Client  Serrices  department. 

ALL  WTRB  APPROITD  INTTSTIGATORS  MUST  COMPLY  WITH  THE  FOLLOWING: 

1 .  Coodiict  die  research  m  accordance  mdi  the  protocol  qipbcable  laws  and  regulations,  and  the  prmcqiles  of  research  ethics  as 
set  £xdi  in  die  Belmont  Repon 

2.  Aldiongh  a  participant  is  not  obliged  to  his  or  her  reasons  for  wididrawing  prematmeh'  from  the  cKniral  tnal  the 

ms'estigator  should  make  a  reasonable  effort  to  ascertain  the  reason,  while  fully  reflecting  the  parhcqiaiu's  tights 

3.  Unless  consent  has  been  watred.  conduct  the  informed  consem  process  without  coercion  or  undue  influence,  and  provide  the 
pocenhai  sobjea  suffiaent  oppornmity  to  consider  whether  or  not  to  paraapate  (Due  to  the  unique  circamstances  of  research 
ccodnctied  at  international  sites  outside  the  United  States  and  Canada  whse  WIRB  approved  materials  are  translated  into  the 
local  language,  the  foUoinng  requirements  regarding  consent  fonns  beaimg  the  WIRB  approval  stamp  and  regarding 
certiffcaiion  of  translaoons  are  not  appUcable ) 

a.  Use  only  the  most  current  consent  fotm  bearing  the  WTRB  "APPRO'V'ED"  stamp 

b.  Provide  non-Enghsh  speaking  subjects  with  a  cerufied  translation  of  the  approved  consent  form  in  the  subject's  first 
language.  The  translation  nmst  be  fiproved  b}'  WTRB 

c.  Obtain  pre-fiproval  from  WIRB  for  use  of  tecrmimeni  marenals  and  other  materials  provided  to  subjects. 

4.  Obtam  pre-approval  fiom  WTRB  for  changes  in  research 

5.  Obtam  pre-fiproval  fiom  WTRB  for  any  planned  deviaoons  that  could  adv'mely  affect  the  rights,  safoiv'  or  welfare  of  subjects, 
or  the  mtegnt)'  of  the  research  data  and  any  changes  in  the  research  aclhiiy  The  only  exception  is  when  changes  are 
necessary  to  ehminaie  iqiparent  immediate  hazards  to  subjects  Devianons  necessary  to  elmunate  appareni  immediate  hazards  to 
Che  human  subjects  should  be  reported  within  10  days. 

6.  Promptlv'  reporc  to  WTRB  aU  unanticipated  problems  (adverse  events,  protocol  devianons  and  vioUnons  and  ocher  problenis) 
that  meet  all  of  the  following  critena. 

a.  Unexpected  (in  terms  of  nature,  sev'eriry  or  fiequency): 

b.  Related  or  possibly  related  to  participation  m  the  research:  and 

c.  Suggests  that  the  research  places  subjects  or  others  at  a  greater  nsk  of  harm  than  was  previously  known  or  recognized 

Please  go  to  www  wnb  com  for  complete  definitioiis  and  fonns  for  reporting 

7.  Provide  reports  to  WTRB  concemmg  die  progress  of  the  research,  when  requested 

8.  Ensure  that  prior  to  performing  study-related  duties,  each  member  of  the  research  study  team  has  had  training  in  the  protection 
of  human  subjects  appropiiate  to  the  processes  required  in  the  qproved  protocol 

Federal  regnlatians  require  that  WTRB  conduct  contmuing  review  of  approved  research.  You  will  receire  C  ontinuing 
Review  Report  forms  from  WTRB.  These  reports  mast  be  returned  even  though  your  study  may  not  have  started. 


_ l^fofl _ 
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6. 


Research  Subject  Information  and  Consent  Form 


APPRO\’ED 
AS  MODIFIED 
Jul  10, 2009 
UTRB* 

RESE.\RCH  SOJECT INTORSUTION  AND  CONSENT  FORM 


TITLE: 

THE  ECONOMIC  AND  QUALITY'  OF  LIFE  IMPACT  OF 
REMOTE  TECHNOLOGIES  ON  HIGH  RISK  PATIENTS  AND 
THEIR  CAREGIYTRS 

PROTOCOL  NO.: 

None 

WSKB*  Protocol  #20090577 

SPONSOR: 

Department  of  Defense 

Ft.  Detrick.  Mar}'land 

Umted  States 

DCCESTIGATOR: 

Steven  J.  Berman  M.D. 

Room  B115 

2226  Liliha  Street 

Honoluhi.  Hawaii  96817 

Umted  States 

SITE(S): 

H  O  P  E.  Project 

Room  B115 

2226  Liliha  Street 

Honolulu.  Hawaii  96817 

Umted  States 

STIDY-REL^TED 
PHONT  NTTIBERIS): 

Steven  J.  Berman  M.D. 

808-547-6208 

This  consent  form  may  contam  words  diat  you  do  not  understand.  Please  ask  die  stud}'  doctor  or  the 
stuch'  staff  to  explain  any  words  or  information  that  you  do  not  clear!}'  imdentand  You  may  have 
an  unsiened  cop}'  of  this  consent  form  to  dunk  about  or  discuss  with  family  or  fiiends  before 
making  your  decision 

You  are  asked  to  participate  m  a  research  stud}'  conducted  in  your  home  b}'  Dr.  Steven  J.  Berman 
m  cooperation  with  Libert}-  Dial}'sis  and  your  nephrologist.  Your  participation  in  this  stud}'  is 
voluntary  You  should  read  the  mformation  below  and  ask  questions  about  anydnng  you  do  not 
understand  before  decidmg  whether  or  not  to  participate 

Page  1  of  8 
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APPROVTO 
AS  MODIFIED 
Jul  10, 2009 
\^TRB* 


PITIPOSE  OF  THE  STIDY 

The  purpose  of  the  study  is  to  look  at  two  different  ways  of  monitonng  diah'sis  subjects; 

1.  Home  Monitormg  using  teleconferencmg  with  oversight  by  a  nurse  who  works  from  a 
remote  location  (  "Home  Remote  Momtonng”) 

2.  The  usual  care  associated  with  the  dial^'sis  center. 

We  wiU  measure  the  effect  of  the  Home  Remote  Monitoring  on  health  by  the  need  for 
hospitalization,  emergeniy  room  \isits.  the  quaht)'  of  life,  and  caregiver’s  satisfaction. 

SPO.NSORSHIP 

The  research  smd\'  is  sponsored  bj’  the  Department  of  Defense. 

DITIATION  OF  PARTICIPATION 

Your  participation  will  last  for  mne  months  and  may  be  extended  an  additional  24  months.  If 
you  require  hospital  or  emergency  room  care,  information  will  be  collected  from  the  medical  and 
billing  departments  for  an  actional  year 

M’MBER  OF  VOLl’NTEERS 

There  will  be  50  subjects  in  the  study. 

PROCEDITIES 

If  you  agree  to  be  considered  to  be  m  the  stud\'  and  sign  this  consent  form,  your  medical  record 
will  be  renewed  and  you  may  be  asked  to  be  a  stucij-  subject.  Twenty  fi\«  subjects  will  be 
assigned  to  Home  Remote  Momtoring.  and  twenty  five  subjects  will  receive  the  same  care  you 
currently  receive  As  there  are  onty'  50  participating  m  the  stud\',  you  may  be  asked  to 
participate  if  one  of  the  odier  subjects  drops  out  of  the  stud\'  You  will  be  assigned  to  one  of 
two  groups  by  random  chance  (like  flipping  a  com).  You  or  your  studj'  doctor  will  hai'e  no 
choice  as  to  your  group  assignment 

If  you  are  assigned  to  the  Home  Remote  Momtoring  grcnip.  a  plan  of  care  will  be  created  for  you 
by  a  team  consisting  of  yourself,  your  caregiver  (as  apphcable).  your  nephrologist,  and  the 
research  staff. 

If  you  are  assigned  to  die  Home  Remote  Monitoring  groiqi.  the  plan  of  care  will  determine  which 
home  momtonng  equipment  would  be  most  helpful  for  you.  The  monitonng  devices  are  capable 
of  measunng  weight,  blood  pressure,  blood  sugar,  and  vascular  access  function,  and  include  a 
lideo  confeiencmg  umt  that  will  upload  these  measurements  to  the  nurse.  All  of  the  equipment 
will  be  tested  m  your  home  with  training  until  you  or  your  caregiver  is  confident  m  its  use.  If 
there  are  new  abnormalities,  the  nurse  wtil  contact  you.  You  and  your  caregiver  may  discuss  the 
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issue  mth  the  muse  using  the  teleconferencing  equipment.  The  muse  will  not  make  home  \isits. 
but  will  be  m  contact  with  your  stud)'  doctor  to  deteimme  the  urgenc)'  of  an  office  or  emergenc)' 
room  e\'aluation. 

If  you  are  assigned  to  the  control  groiqi.  you  will  receive  the  same  care  that  you  currently 
receive.  Additionally,  a  research  nurse  will  review  your  dial)'sis  records  to  be  sure  that  you 
continue  to  receive  optimal  diah’sis  care,  and  wiU  collect  infonnation  if  you  require 
hospitalization  or  an  emeigenc)'  room  visit. 

To  evaluate  the  effect  of  the  stud)’  on  your  qualit)'  of  life,  you  will  be  asked  to  complete  four 
sinqile  questionnaues  three  tunes  dunng  the  stud)'.  It  will  take  you  about  30  minutes  to 
complete  the  four  questionnaires. 

POTENTL4L  RISKS  AND  DISCOMFORTS 

All  of  the  procedures  and  equipment  are  standard  and  approved  for  then  function  If  there  is  an 
eqmpment  malfimcbon.  the  major  nsk  will  be  an  inaccurate  readme  or  no  measurement  If  this 
happens,  the  eqmpment  wiU  be  repaued  or  replaced.  The  major  discomfort  ma)'  be  that  you 
perceive  the  study  as  fiustrating  and  a  disruption  to  normal  life. 

There  may  be  risks  or  side  effects  which  are  unknown  at  this  time. 

ANTICIPATED  BENEFITS  TO  Sl'BJEC  TS 

You  may  or  may  not  benefit  by  takmg  part  in  this  stud)'.  If  the  Home  Remote  Monitoring  is 
effective,  those  who  receive  it  may  have  fewer  trips  to  the  ho^ital  or  emergency  room:  however 
this  caimot  be  guaranteed.  You  should  not  expect  your  condition  to  improve  as  a  result  of  takmg 
part  in  dus  research 

COSTS 

There  is  no  cost  to  you  for  any  of  the  sen'ices  provided  in  the  research.  Howes'er.  you  will  still 
be  billed  for  your  regular  health  care  costs  by  your  health  care  provider. 

PATTilENT  FOR  P.4RTICIPATION 

There  is  no  pa)'ment  for  volunteering  or  participating  in  the  research. 

ALTERNATRTS  TO  P.\RTICIPATION 

The  altemahve  is  not  to  participate  m  the  research.  Lack  of  participation  wiU  have  no  effect  on 
your  care,  as  the  services  m  the  research  are  m  addition  to  your  usual  care. 


Page  3  of  8 

Duteofpc^annaaofcuiraiinnion.  7  Jamutr  2009 


W81XWH-07-2-0064  -  Page  50 
3/4/1 1 


APPRO\TD 
AS  MODIFIED 
Jul  10.  2009 
VITRB* 


CONnDENTL\Lm‘ 

Your  identity  will  be  kept  secret  so  that  no  information  collected  on  you  can  be  discovered  You 
will  be  assigned  a  unique  identifier  at  the  begirming  of  the  stud)'  that  will  be  linked  to  your 
personal  information  The  identifier  can  oni>'  be  accessed  by  authorized  study  staff  and  will  be 
stored  in  a  secure  room  to  prevent  access  by  unauthorized  personnel.  Authorized  representatives 
of  the  U.S.  Army  Medical  Research  and  I^tenel  Command  and  Western  Institutional  Review 
Board*  (IMRB*)  may  see  your  information,  but  the)'  are  bound  b)'  rules  of  confidentiaJit)’  not  to 
reveal  your  identit)'  to  odiers. 

USE  .\.\D  DISCLOSlTiE  OF  PERSON.\L  HE.\LTH  INFOR-\UTION 

By  signing  this  consent  form,  you  are  authorizing  the  use  and  disclosure  of  individually 
identifiable  information  b)'  Dr.  Steven  J  Berman  and  his  research  staff.  Libert)'  Dial)'sis  and  an)' 
medical  facilit)'  where  you  are  hospitalized  or  treated  m  the  emergenc)'  room  are  authorized  to 
use  and  disclose  this  personal  healA  information.  Individually  identifiable  infcnmation  collected 
will  mchide:  name.  Social  Secunt)'  number.  Medical  Record  number.  Account  numbers.  Health 
Plan  Beneficial)'  numbers,  dates  such  as  birth  date,  zip  code,  hospitalization  information 
(includmg  medical  facility,  adimssion.  or  discharge  dates,  diagnoses,  procedures,  and  financial 
data),  and  information  from  emergency  room  visits  (including  medical  faciht)',  date,  diagnoses, 
procedures,  and  financial  data).  Your  information  will  be  accessed  afrer  you  consent  to 
participate  and  will  be  updated  periodically  afrer  each  hospitalization  and'or  emergenc)'  room 
visit  during  the  course  of  the  stud)'  and  for  the  12  months  following  conqiletion  of  the  study. 
Your  information  will  onh'  be  used  and  dr  disclosed  as  descnbed  in  this  consent  form  and  as 
permitted  by  state  and  fedoal  laws. 

The  infoimation  we  are  collecting,  includmg  the  personal  health  information  hsted  above,  will  be 
mamtained  b)'  Dr.  Steven  J.  Berman  for  the  length  of  the  stud)'  and  as  required  by  the  federal 
government.  If  any  further  research  is  planned  that  would  include  the  use  of  your  personal 
health  information  you  will  be  offered  an  opportumt)'  to  sign  another  consent  frxm 

This  consent  form  covcts  all  mformation  m  your  medical  records  at  Libert)'  Dialysis,  as  well  as 
your  information  m  medical  records  and  hospital  information  from  any  institution  from  which 
you  receive  medical  care  that  is  collected  for  this  stud)'.  The  consent  form  also  covers 
information  obtained  from  the  nurse  conducting  the  remote  monitoring  and  questionnaires 

Your  authorization  to  use  your  idenhfrable  health  mformation  will  not  eiqine.  even  if  you  decide 
to  withdraw  from  the  stud)'  or  if  the  stud)'  doctor  withdraws  you  from  die  stud)'  But  at  any  time, 
you  may  cancel  your  authorization  to  use  your  identifiable  infonnahon  by  providing  written 
notice  to  the  study  doctor.  Dr.  Steven  J  Berman.  2226  Liliha  Street  Room  BUS,  Honolulu. 
Hawaii  96817.  IkTien  we  receive  dus  wntten  notice,  we  will  no  longer  use  or  disclose  your 
identifiable  health  information,  except  where  the  law  allows  us  to  contmue  usmg  this 
information  We  are  not  to  destroy  or  retrieve  an)'  of  your  health  mformation  that  was  created 
used  or  disclosed  reqiured  for  dus  stud)'  before  we  received  your  wntten  notice  of  withdrawal. 
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Your  medical  record  may  contain  mfoimation  about  AIDS  or  HIV'  infection,  venereal  disease, 
alcohol,  drug  abuse,  mental  healtL  or  ps}xhiatnc  services.  By  signing  dus  consent  foim.  you 
authorize  treatment  for  access  to  the  use  and  disclosure  of  dus  information  if  it  is  m  the  records 
used  bv'  members  of  the  research  team 

Some  of  the  persons  or  groups  that  receive  your  stud}’  information  may  not  be  required  to 
comply  widi  federal  privac}’  regulations,  and  your  mfoimation  may  lose  its  federal  pnvac}' 
protection  if  those  persons  or  groups  disclose  it. 

REMEW  OF  RESE.ARCH  RECORDS 

The  individuals  named  above  may  disclose  your  medical  records,  this  consent  form,  and  the 
information  about  you  created  b}'  this  study  to; 

■  The  stud}'  sponsor  (the  Department  of  Defense  U.S.  Army  Medical  Research  and 
Materiel  Command), 

■  Federal  State,  and  local  agencies  having  ov’ersight  ov'er  this  research,  such  as  the 
U.S.  Food  and  Drug  Administration  (FDA),  the  U.S.  Office  for  Human  Research 
Protections  (OHRP).  the  National  Institutes  of  HealtL  etc  ; 

■  Hawaii  Pacific  HealtL 

■  The  Western  Institutional  Review  Board*  (WTRB*)  for  purposes  of  overseeing  the 
research  stud}'  and  makmg  sure  that  your  nghts  as  a  research  subject  are  being  protected. 

RESE.4RCH-RELATED  INJITIY 

Because  of  the  nature  of  this  study,  we  do  not  anticipate  any  illness  or  injury  as  a  result  of  the 
study  or  procedures.  There  is  no  fimdmg  to  pay  for  an}’  medical  expenses  beyond  your  usual 
insurance  benefits  for  any  illness  or  injury  that  occurs  dunng  the  time  you  are  participating  m 
this  stud}’  You  wiU  receive  usual  medical  care  as  directed  by  your  physician  If  you  do  become 
ill  or  mjured  durmg  the  stud}’,  contact  Dr  Steven  J  Berman’s  research  nurse  throu^  the 
Physicians  Exchange.  808-524-2575, 24  hours  a  day,  seven  da}’s  a  week 

P.\RTICIP.\TION  \SD  \\TTHDR.\W.\L 

Your  participation  in  this  stud}’  is  voluntarv’.  You  may  decide  not  to  participate  or  you  may  leave 
the  stud}’  at  any  time  Your  decision  will  not  result  m  any  paialt}’  or  loss  of  benefits  to  which 
you  are  entitled.  A  decision  not  to  participate  will  not  affect  your  relationship  with  your  doctor 
or  Libert}’  Dial}’sis.  or  your  right  to  health  care  or  other  services  to  which  you  are  otherwise 
entitled  If  you  decide  to  participate,  you  are  fiee  to  withdraw  your  consent  and  discontinue 
participation  at  any  time. 
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\MTHDR.\W  AL  OF  P.4RTIC  IP.4TION  BY  THE  DTVTSTIGATOR 

The  stud)'  doctor  or  the  sponsor  may  withdraw  you  from  participating  m  this  research  at  any  time 
without  your  consent  fn  an)'  of  die  foUowmg  reasons: 

•  if  circumstances  arise  which  warrant  doing  so  (such  as.  not  cooperating  with  the  research 
team), 

•  if  It  is  m  your  best  interest: 

•  you  do  not  later  consent  to  any  future  changes  that  mxy  be  made  m  the  stud)'  plan: 

•  or  fM’  an)'  other  reason. 

NEW  FINDINGS 

You  will  be  informed  of  an)'  significant  new  findings  developed  during  the  course  of  the  study 
that  might  change  )'our  decision  to  be  m  this  stud)'.  You  mav'  be  asked  to  sign  a  reMsed  consent 
fonn  if  this  occurs. 

QITSTIONS 

If  )'DU  have  any  questions  about  your  participation  m  this  study,  if  at  any  time  you  feel  you  have 
had  a  research-related  injury,  or  if  you  ha\'e  questions,  concems.  or  complaints  about  the  research, 
contact: 


Steven  J.  Berman  M.D. 

Room  B1 15 
2226  Lihha  Street 
Honolulu.  Hawaii  96817 
808-547-6208. 

If  you  ha\’e  questions  about  your  n^ts  as  a  research  subject  or  if  you  ha\'e  questions,  concons.  or 
conqilamts  about  the  research  you  ma)’  contact: 


Western  Institutional  Review  Board*  (WIRB*) 

3535  Seventh  Awnue.  SW 
OK'mpia.  Washmgton  98502 
Telephone:  1-800-562-4789  or  360-252-2500 
F-»nail-  He^ii  wirb.com 

\^TRfi  is  a  group  of  people  who  perform  mdependent  review  of  research. 

WTRB  will  not  be  able  to  answer  some  stud)'-specific  questions,  such  as  questions  about 
appomtment  tunes.  However,  you  may  contact  \\1R£  if  the  research  staff  cannot  be  reached  or 
if  you  wish  to  talk  to  someone  other  tii^  the  research  staff. 

Do  not  sign  this  consent  form  unless  you  have  had  a  chance  to  ask  questions  and  have  received 
satisfactory  answers  to  aU  of  your  questions. 
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If  yxm  agree  to  be  m  this  study,  )x>u  taill  receive  a  signed  and  dated  cop}*  of  dus  consent  form  for 
your  records. 

CONSENT 

I  have  read  die  infonnation  in  this  consent  form  (or  it  has  been  read  to  me).  I  have  been  given  an 
opportumt)’  to  ask  questions,  and  all  of  my  questions  have  been  answ  ered  to  m\'  sadsfacdoa  I 
freely  consent  to  be  m  dus  research  stu(h^ 

I  authorize  the  use  and  disclosure  of  my  health  information  to  the  parties  listed  in  the  authmization 
section  of  this  consent  for  the  purposes  described  above. 

By  signing  this  consent  fonn.  I  have  not  given  iq>  any  of  my  legal  lights. 


Name  of  Subject  (printed) 


Signature  of  Subject 


Date 


Name  of  Person  Conducting  Informed  Consent  Discussion 
(prmted) 


Signature  of  Person  Conducting  Informed  Consent  Discussion  Date  (same  as  subject's) 

SIGNATITIE  OF  WTTNTSS 

My  signature  as  witness  cerdfres  that  the  subject  signed  this  consent  form  m  my  presence  as 
his'her  voluntars'  act  and  deed 


Name  of  Witness  (printed) 


Signature  of  Witness  Date  (same  as  subject’s) 
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- Usf  the  foUotting  onh  if  applicable - 

If  this  consent  form  is  read  to  the  subject  because  the  subject  is  unable  to  read  the  form,  an 
impartial  wtness  not  affiliated  wth  the  research  or  investigator  must  be  present  for  the  consent 
and  sign  the  following  statement 

I  confinn  that  the  mformation  m  the  consent  foim  and  any  odier  written  information  was 
accurately  explamed  to.  and  apparently  understood  by,  the  subject.  The  subject  freely  consented 
to  be  m  the  research  stud>'. 


Name  of  Witness  (printed) 


Signature  of  Impartial  Witness  Date  (same  as  subject's) 

Note:  This  signature  block  cannot  be  used  for  translations  mto  another  language  A  translated 
consent  form  is  necessaiy  for  enrolling  subjects  who  do  not  spieak  English. 

Copy  to:  Subject 

Person  Conducting  Informed  Consent  Discussion 
Witness 

Impartial  Witness 
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Study  Advertisements 


#6911937.0 


Sponsored  by  the  Department  of  Defense 


To  porticipote  in  project 
•  Sign  the  Inforn>cd  Consent 


If  you  quolify  you  will  be  assigned  to 

•  Sur/cy  group,  or 

•  Turtle  group 


y  monTns: 

Free!!! 


Little  to  no  risk!!! 


Turtle  group 

•  Some  dialysis  schedule 

•  On  your  days  off  of  diolysis.  you  check: 

o  Blood  pressure 
o  Oxygen  level 
o  Weight 

o  Blood  sugor  (if  needed 
o  Answer  o  few  questions  about  your 
hcolth 

•  Your  results  will  be  sent  to  the  project 
nurse,  who  will  check  them  from  her  office 

•  She  will  coll  you  if  ony  results  are  obnormol 
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Benefits 


.  \XTRB  20090577 

Testimonials  #6911938  o 


You  become  on  active  member  of  your  heolth 
core  team. 

You  may  become  more  aware  of  small  changes  in 
your  daily  health. 

Your  quality  of  life  may  get  better. 

You  may  have  fewer  hospitalizations  and/or 
emergency  room  visits. 


*I  feel  like  my 
turtle  watches  over 
me" 


CD 

o 


*A  lot  of  people  may 
think  this  is  o  hassle,  but 
ifs  really  something  thot 
empowers  you.* 


Thank  youl 

By  toking  port  in  this  study,  you  arc  moking  an  important  contribution  to  medicol  research, 
which  moy  help  improve  the  core  of  future  dialysis  patients. 
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8.  HRPO  Amendment  and  Continuing  Review  Acceptance 
Memorandum,  dated  Juiy  29,  2009. 


loMllnf  Xnui*  A-14209.  *mcn«ncm  tfid  CcMtnunq  Uiira  Acc«p  091(7002.  *JMid  tMimUt  W8llC»H-07-2-00M>IUK:iASSIfCDr 


Slevefi  J.  Berman  MO  <hop«proiecth«wall^maM.com> 

A-14200,  Amendment  and  Continuing  Review  Acceptance 
Memorandum  (Proposal  Log  Number  06167002,  Award 
Number  W81XWH -07-2-0064)  (UNCLASSIFiED) 

OucKmmm.  Ceryn  L  Ms  CfV  USA  MEDCOM  USAMRMC  Wsd,  JiA  29,  2009  at  6  49 

<Caryn.Duch«tnMuSus.arTny.fnll> 

To  t)t)anTianOgn8*l  com 

Cc.  ’Salki,  Stanley  Dr  Hui  TAMC’  <Star»ey.Saiki@med  va  gov>  'Sawyer.  Usa  M  M»  CIV  USA  MEDCOM  USAMRAA’ 
<Li*a  Sawyef9ame<l(l.anmy.mil>  jodt  bennaltSameOO  army  iril,  caryn  duuiejnaaoffiamead.wmy  ml.  'Wlberrlno.  Julie 
A  Df  CTR  USA  MEOCOM  USAMRMC'  <Julie  VMIberdingQamedO  army  iial>,  hopaproiecthawailSgmall  com. 
ty>9*  CKcarellotgtalrc  orj)  .affray  sta(>l>erttor>OMrc  erg  sardersQlalrc  erg  karen  eBloo0an-aOd  army  mil.  •Henairdex 
Latiaa  A  M<  CTR  USA  MEDCOM  USAMRMC'  <Lalisa  H«mana*z®oe.aiimy.mil>  "Broectl.  Laura  R  Dt  CIV  USA 
MEOCOM  USAMRMC  <Laura  Broech0iis  army  mi> 

Clauificanon:  J.M:i..U!il£l£C 
Cnrau:  NOSE 


Gm  il 


SUBJECT  Arrretxlmem  and  CorAinuIng  Review  Acceptance  lot  the  Protocol.  The  Ecwomic  aid  Quaity  of  Lie 
Impact  ot  Remote  TechfXAogtos  on  Migti  Rsk  Patwnts  ard  Their  Caregivem.'’  SubmlOed  liy  Stevan  J  Bermwt  MD 
St  Frano*  HaaWxa-e  Fojndalon.  Honolufu.  Hawaii.  Propoeai  Log  Nimber  06167002  Awwd  NuttOer  W81XVW. 
07-2-0064.  HRPO  Log  Numea'  A-14200 


1  The  U  S  Army  Medea  Resaerch  ard  Male-ie'  Command  IVSAJARMC)  Office  o<  Rese»ch  Protectloos  (ORP) 
Human  Resaarcti  Protection  Office  (HRPO)  approved  the  eubject  protocol  on  13  Mach  2006. 


2.  The  HRPO  received  a  conttrulrg  review  report  tor  the  sul)|ec!  protocol  on  21  November  2006  Tt^  Hawaii 
Pacific  Heain  (HPH)  Irettotionai  Reviaw  Board  (RB)  approved  oontaiualion  d  the  protocol  on  7  October  200*  IN* 
epproval  wilt  eiipare  on  6  October  2009 

3  me  submited  comnung  review  report  and  supporbpg  documenUDon  have  beer  revtaeed  by  the  HRPO  aid 
found  to  be  in  complienoe  wtn  Federal.  DOD,  and  U  S  Army  human  suofects  protection  requirement  The  reoon 
end  eupportng  documents  are  accepted 

4  This  stody  18  currerey  approved  to  entoll  30  subieds  As  d  the  date  d  the  coranueig  renew  reotyt  submission 

*16  total  numbar  of  subjects  enrolled  n  tha  study  was  28 


5  The  HRPO  received  amendmente  tor  the  no  gwater  than  mnlmel  risk  prosoed  tbert  were  approved  by  Ihe  HPH 
IR6  The  amend'ieies  to  the  study  eiduded  the  totkrwing  revisions 

a  Revised  subfect  recrulmery  letter 

b  Aodikon  d  an  Admirvsiraltve  Asastani.  Heather  Thomas 

e.  Removal  of  James  Reisen  and  Kathy  Wbofdndga  eom  the  study 

d  Subtecd  protocol  iVersion  7.  Dated  October  3  2008). 


8  me  changes  proposed  ei  the  amendments  do  riol  pose  any  new  or  addbonal  nwes 
■danWted  in  the  prevously  approved  protocol  Pie  protocol  wnendmettls  are  accepted 

7.  Plaase  note  the  following  repotting  ota*gabors 


to  periicpants  beyond  those 


•np  rrwaAgoueltcoini  vii#lrrui-2a»t-l0nwu»ie.^«piiq-<*,ona.**fcli-euwy4m*e-iy2emb07StiJ0<6b 


1,'i/OS  )  17  PM 


iva*  I  al  I 
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tilling  -  A-142M.  »n»Kin*nt  ind ConUnKBg  •»»»«(  Ac«p  iOibft  0616/1)02,  AMid  hurnUe'  •61CT6I-07-/  -00641  W«CtAS4PB)r 


«fIf09H/»6» 


a  Major  modfeationi  lo  ihe  resesrc^  protocol  and  any  modificaiione  0i«t  ooM  potencalV  itXTOa**  n*fc  to 
lUbjects  muat  b*  sobmtled  (o  tha  USAMRMC  ORP  HRPO  tor  approval  poor  to  impiamarttaoon  All  olher 
jmandmenls  mutt  be  submated  the  oootinuiog  revNiw  report  to  the  HRPO  lor  actaptanoe 

b  All  orvaroclpotad  probieins  nvolving  rake  to  aobiecti  or  omera.  serious  adverse  everes  related  to  study 
partidpatian.  and  daaPis  rslawd  to  study  participatior)  most  be  reported  prompay  to  tne  HRPO 

c  Any  deviadion  to  tbe  subieci  protocol  dial  affects  die  safety  or  rtghts  of  the  sobject  andi’or  inieghty  d  the 
study  derta  muat  be  reported  pompity  to  the  HRPO 

d  AS  modltcaenns  dewatnns,  LnanUcIpsted  proMerne.  adverse  events  and  deaths  must  also  be  reported  at 
the  lime  of  continung  revierer  of  die  protocol 

e  A  copy  of  die  continuing  review  report  approved  by  die  HPH  fftB  must  be  submitted  to  the  HRPO  as  soon  as 
possblc  after  receipt  of  approval  R  appears  the  navt  condnuing  review  by  Ihe  HPH  IRB  Is  due  no  alev  then  6 
October  2008 

f  In  addition,  the  current  vavsion  of  the  protoool  end  consent  lorm  muat  be  submitted  along  wtn  die  corbnuing 
review  rcpon  and  die  HPH  IRB  approval  nolica  for  oontmuation  of  the  protocol 

g  The  trial  aiudy  report  submcted  to  die  HPH  IRS.  including  a  copy  of  any  acktyMledgemetil!  docunrenlalion 
and  any  supporttrx)  documatRs.  must  be  submitted  to  the  HRPO  as  soon  as  ol  documents  become  avatatde 

8  Do  not  construe  INs  cof'espor'deoce  as  approval  tor  any  contract  tondmg  Only  the  Contractng  Officer  or 
Grants  Otficar  can  authonra  tspanoiture  of  funds  R  is  reocmmanded  that  you  contact  Ihe  appropriate  contract 
spedalst  o'  contractirg  oMcer  rsgardng  the  expenditira  of  funds  tor  your  project 

9  The  HRPO  poirt  of  contaa  tor  ths  Mudy  is  Karen  Eaton.  MS.  Human  Subjects  Prolecbon  Soerast.  at  301 -St S- 
926BfKaren  m  eatonOus  army  mi 

to.  The  pom  ol  contact  tor  tfvs  action  «  LaTTaa  Hernandez.  PA.  CCRC.  Continuing  Review  Analyst,  at  301  -STS- 
lOaaiLaTisi  Hernanderlgus  army  n-il 

CARYN  1.  IXICHESNEAU  CIP 

Chief.  Human  Subiects  Prolaotion  Review 

Human  Research  Protection  Office 

Office  of  Research  ProwcSons 

U.S.  Army  Medcal  Research  and  Materiel  Command 

Note  The  official  copy  of  this  acceptanos  nvtino  is  housed  wsh  die  protocol  file  at  die  Office  ol  Researcn 
Protecdona,  Human  Researcn  Prolecbon  Office  504  Scoa  Street.  Fort  Oetrlck.  MO  21702.  Signed  copes  wit  be 
provided  upon  request 


CluuflcMIon:  LhCLASSIHtP 
Caveats  NONE 


hltel.'miilwiaal*  caM.>m44.irUi-24lk*l0rfniUe$S«M«.[aSq*««Kan4sr4rch-4UCfvA«ss*122c76S07B«rfCk»6b 
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9.  Western  IRB  Approval  Letter  dated  September  18,  2009 


WIRB* 

(Ma)2sjc3aD 

l-aOD^M-ITS 

rAXCMcnzaMMi 


^^'e:tern  In^tituriopal  RengTv  Board  * 


im  KVtKTII  AVCMtfc,  SW.  a. YItfU.  « A 

ro  ■axuMt.omru.WA  whh^jiqi 


Certificate 

of 

Approval 


THE  FOLLOWING  WTR£  .^PPROVU): 

DTVTSTIGATOK;  SBvsn  J.  B«niun  M  D 
Xoom  Bll} 
22:6Lil^SDMt 
HoaoUii.  Hnrau  96S17 


BOARD  ACTIOX  DATE:  9 1120O9 
PAML:  6 

STTDY  APPROVAL  EXPIRES:  4 IT-IOIO 
STUDY  NTU:  1107393 
WTRB  PRO  NUU:  20090377 
INVTST  NUU:  14S923 
WO  NUM:  1-3737*5-1 
COM LN LING  RESTEW:  AjmuUy 
SITE  STATUS  REPORTING:  Aamulh- 


SPONSOR:  E^p^rooiat  of  DtfBQM 
PROTOCOL  NUU:  No)» 

AMD  PRO  NUM: 

TITLE; 

IHE  ECONOMIC  AND  QU-UJIY  OF  LIFE  IMPACT  OF  REMOTE  TECHNOLOGIES  ON  HIGH  RISK  PATIENTS  AND  THEIR 
CAREGIS'ERS 


APPROVAL  INCLUDES: 

Rr.itMl  Protocol  (09-14-2009)  Voruos  10 


WTRB  APPROVAL  IS  GRANTED  SUBJECT  TO; 


IFYOUHASE.ANYQUESnCNS,  OONT.4CTWniB.4T  I-S0O-3«2-1789 
Till  H  to  onfr  tiut  du  lafoRitJDoo  cooaintd  oarein  ii  mo  md  ccooct  k  rsBoctad  in  ncor^  of  U  octsm  EictniinctiaL  Rntooor 
Baozd(VS^.  OHRPTDAponnt  oniaizatios  mnsbor  lORG  0000432,  IRB  zo^tlntion  noabor  IRB00000333.  WE 
dXim-THATWIRB  IS  IN  FULL  CCMLIANCEttUH  GOOD  CLINICAL  PRACTTCES  AS  DEFINED  LNEER  THE  UR 
FOOD  .4ND  DRUG  .4DMINISTR.AHCN  flFDA)  REGULSTTONS  .AND  THE  INIERN.AHON,AL  CCNFERENCE  ON 
HWNS2NISAT10N  (KH)  GUCTLINES 


Tlwodon  D  Sctaila.  ID.,  Chomnon 

■  ■  '  •  II  .  WI/UM  tOUOi  AMPSr  fmt 


9'2l'2(X9 

- (Dae) - 

t  all  Oaii  Smymm  M  I-M0.252-2SM 


homiAMtmtn  VltiUM.  Sa^  llOmS 


C  8)0ft  Wmbtb  Jattutana  Rwt**«  Banl,  hv  At  taaad 
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WIRB  HAS  APPRO^TD  THE  FOLLOWING  LOCATIONS  TO  BE  USED  IN  THE  RESEARCH: 

•  H.Oi>E.PnjMRi>c«n BUS,  2rtfLilihaStr*K.Hoaoltthi. Hawaii  96817 

If  ik»  PI  hAZ  AA  tblistiiAa  !•  m:«  ASAtber  IRB  for  ast  sttt  kittd  Ab«w  aa8  kAi  mi  nbmittc^  a  wnttca  stAinMai  fraa  tbr 

•cbrr  IRB  Ackaovfodfiag  WIRB’s  reviav  of  tbii  r«s«Archi.  pfoas*  coacAci  WIRB':  Clfoai  S«rvkAs  drpArmrat. 

ALL  WTRB  APPROVED  INSTSTIGATORS  MUST  COMPLY  WITH  THE  FOLLOWING: 

1.  Coadact  ^  nsAircb  ia  accardmcA  vidi  thaprococoL  Applicibla  Inrt  isd  rwulaooak.  aad  tbapnnciplM  of  rAtaarck  Alkici  i& 
MC  fortk  in  BAlmoni  Kapon 

2.  Altkoaph  a  pamc^Mot  ii  aot  oUifad  t)  p\'B  kii  or  kar  raatom  for  antkdrxwiai  pranutarah*  from  tha  claiical  buL  tka 
ian.'8tantor  tkoold  nuka  a  raavoubia  afSort  lo  A&camm  ika  raasoa.  wkUa  folhr  ratpactina  tka  pirticipaBt'i  nfktv 

3.  Ualati  cosMBt  bar  bMa  rai'ad.  cooiuct  tba  iafarmad  coasaat  proca&s  wtdtoas  coaroaa  or  aadoa  aOnaaca.  tad  pronda  tba 
potaanal  rabjact  taffictaat  oppoftuaity  io  coasador  vkaikar  or  aot  to  panactpiaa  (Dna  to  tha  tmiqua  circnmttaacat  of  xaMvck 
condurtad  it  imaniiaonal  utat  ovnida  tka  Uaitad  Sa£a«  lad  Cuuda  wkara  WIRB  ipprca*ad  mitadilt  ira  tnaUatad  ato  tka 
focal  liDgTBifa.  tha  foQotrag;  raqmraznaan  capjdiiu  ccsMst  forms  baanu  tka  WIRB  approval  starz^  lod  Tapardtaf 
cartificatMa  of  traa&laticns  ara  nor  ippbcakla ) 

a  Uia  oaky  tka  moat  cmram  couaos  hum  ktirng  tka  U'lRB  'APPROX^ED**  sump 

b.  Provida  non'Engiisk  spaakisg  snl^acts  tndi  a  crrtifiad  nnalanoB  of  ika  approvad  ccasau  fonn  in  tka  nibjacf  s  fint 
langiufa  Tka  tmslumn  nnut  ba  ^tprotad  by  WS^. 

c.  Obtaa  pra-apfroval  from  WIRB  for  tua  of  racraitmaeT  maoahals  and  otkar  nuianalt  proi'idad  to  sibjacts. 

4.  Obrain  pra-ipprty.  al  from  WIRB  for  ckangas  in  rasaaick 

3.  Obrain  pra-approval  from  WIRB  for  any  plannad  dataaocas  ikas  could  adt'arsaly  aHact  tka  n^ta.  safacy  or  aral&ra  of  inbjacts, 
or  tka  insiigntT  of  tka  tasaarck  data  and  ivy  ckangac  in  tka  rasaarck  acthity.  Tka  oafy  Ascaprioa  ia  a-kan  ckangas  ara 
nacatsary  to  akminjta  appazant  immadiata  kaxards  to  objacti.  Darianioat  nacatsary  to  aTtmtuawa  appaiant  Twnwajiuwa  kacards  to 
tka  kumaa  itibjacn  tkonld  ba  raportad  antkia  10  da^kt. 

6.  Proapth*  xapon  to  WQLB  all  uantic^tad  problams  (adv'ana  araon.  protocol  daviatsons  and  violacioai  and  otkar  ptoblani) 
tkaa  maac  all  of  tka  folfowini;  oxiada 

a.  Unaiq>actad  (m  tanss  of  natnra.  la'caiin’  or  kagawacy). 

b.  K  alaiad  or  posubly  ralatad  to  piniczpaeioo  in  tka  lauarcb.  and 

c.  Saggaits  tkar  dia  tasaarck  placai  mbjacti  or  otkars  at  a  Kraatw  xttk  of  kana  tkan  vas  pravioaity  known  or  lacofniaad 

PUasa  go  to  www  wirb  com  for  cotaplata  da&utions  and  forms  for  lapornng 

7.  Provida  lapom  to  WIRB  concazning  tka  propass  of  tka  lasaazck.  vkan  raquastad 

8.  Enssra  diat  prior  to  pasfonmng  stiidY~ralatad  dnoas.  aack  mambar  of  tha  rasaarck  stndy  taam  kas  kad  cuung  in  tka  protactioa 

of  nibjacts  ippropnata  to  tka  pzocassas  laqtuzad  m  tha  apfrovad  protocol 

Federal  re^alAtiaa:  reqaire  tkai  WTRB  candmet  condaain*  reriew  of  apprared  researck.  Yoa  wil  recaiTe  CaaliaaiBg 
Rrriew  Report  form:  from  WIRB  These  reports  mast  be  refaracd  erea  tkoagk  roar  stadr  mar  aot  kare  started. 


_ _ 

IW4A«lam  teidr  HOTMS  C aut  Rvrinr FWd, toB  Aln^hti 


W81XWH-07-2-0064  -  Page  61 
3/4/1 1 


W81XWH-07-2-0064  -  Page  62 
3/4/1 1 


10.  HRPO  Amendments  Approval  Memorandum  dated  September  25,  2009. 


C4nMl  -  A-)4/O0.  •fTWfrtmemt  ApefCVdl  Mer«of4n®Mm  4^n>{»owlL49  mbp*  Nuvbci  VUBlWfH  07  2  0064)t1-WClASS*nCDl  9i29i'09  12:J9^ 


Steven  J.  Sermen  MO  <hopeproJecthew4li^mail.ccKn> 

A-14200,  Amendments  Approval  Memorandum  (Proposal 
Log  Number  06167002,  Award  Number  W81XWH-07-2-0064) 
(UNCLASSIFIED) 

DucrvMneau.  Caryn  L  Ms  CIV  USA  MEOCOM  USAMRMC  Fri.  Sap  25.  2009  at  1:54 

<Caryn.Duchesneau@usanny.mil>  PM 

To:  Steven  Berman  <sjberfnan^mail  com> 

Cc  'Bertnett.  Jodi  H  Ms  CIV  USA  MEDCOM  USAMRMC"  <Jodi  Bennen@u$  army  ml».  "Ciccarello  Bngit  Ms  GENEVA 
FOUNOATtON*  <Bri94.Cicc;areao@tatrG.org>.  carnten  sanaers@tatrc.org  Heather  Thomas 
<hopepro)eclhawan@gmal  oom>.  Stanley  sailuQtalrc  org.  "Broach.  Laura  R  Dr  CIV  USA  MEDCOM  USAMRMC’ 

<Laota  Brosch@us  army  mil>.  "Duchesneau.  Caryn  L  Ms  CIV  USA  MEDCOM  USAMRMC" 

<Caryn  DucnesneauQus  army  mil>.  ’Wtrerding.  Julie  A  Or  CTR  USA  MEOCOM  USAMRMC" 

<Julie  WHberdinggameOd  army  .mil>,  "Eaton.  Karen  M  Ms  CTR  USA  MEDCOM  USAMRMC" 

<Karen  M  Ealon@us.army.mt>.  "Sawyer,  Lisa  M  Ms  CIV  USA  MEOCOM  USAMRAA"  <Lisa  Sawyer Qatnedd  army  mi>, 
(tffrey  slephertsorvgiatrc  org 

Classirtcatton  I  Nd..4SMHt:t> 

Caveats:  NONE 


Gm  il 


SUBJECT  Amendments  for  the  Protooot,  'The  Economic  and  Quality  of  Life  impact  o(  Remote  TechrK>fog«s  on 
High  Risk  Pabents  and  Thear  Caregreers.'  Submitted  by  Steven  J.  Berman,  MD.  St  Francis  Healthcare  Foundabon. 
Honolulu.  Hawaii  Proposal  Log  Number  06167002,  Award  Number  W01XVW-O7-2-OO64,  HRPO  Log  Nunfoer  A- 
14200 


1.  The  sut)|eci  protocol  received  final  approval  by  the  U  S  Army  Medical  Research  and  Maienef  Command 
(USAMRMC)  Office  ot  Research  Protections  (ORP).  Human  Research  Protection  Office  (HRPO)  on  13  March 
2008 

2.  Amendments  lo  this  ik>  greater  than  minimal  risk  protocol  were  received  by  the  HRPO  on  17  Juty  2009  The 
amendments  were  approved  by  the  Western  Institutional  Review  Board  (WRB)  on  10  July  2009  and  18  September 
2009 

3  The  amendments  allow  the  following  changes 

a  Change  in  institutional  Review  Board  of  Record  from  Hawaii  Pacific  Health  Institutional  Review  Board  (HPH 
IRB)  to  the  WRB 

b  Addibon  of  Phase  2  of  the  study  which  decreases  the  tvwnbei  of  intervenbon  groups  from  the  3  groups 
descnbed  in  Phase  1  (usual  care  remole  technology  intervention,  or  home  health  aMe  ntervenlion)  to  2  groups  for 
Phase  2  (usual  care  or  remote  technology  i. 

c  'ncieased  backing  of  Phase  1  (pilot  study)  patierits  bom  9  months  lo  24  months 

d  Increased  number  of  subjects  to  SO 

e.  Administrative  stair  changes 


hlt*./mill  sooe«.ciMl/livi|{ihir>  JAIL*  ICnThVU  Uv«v«tr.  piAsMKh*  nbovAmvo- 12111^  lclbc44«c« 


•tft  loti 
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GmI  •  A*li200.Mfcn(>>iefn)  ApprtTMl  MfnMrcifdwn  |ft«v«t»Al  lop  mbti  06147W2,  AMrd  KumPpr  Wiimo<-C7-2-O044j  4U*dA%5VfO| 


12  }0  PM 


1.  Addition  ol  promotional  ftyers  lo  b«  used  in  subject  recmrtnwnt 
g  Removal  of  retefenoes  and  repotting  requirements  to  HPH  iRB. 

4.  The  changes  proposed  in  the  amendments  have  been  reviewed  by  the  HRPO  and  found  to  be  acceptable.  The 
protocol  amendments  are  approved  (protocol  vers«n  10.  dated  14  Seiatember  2009) 

5.  The  Principal  investigator  remains  responsible  tor  fulfilling  reporting  requirements  to  the  MRPO  as  outlined  in  the 
initial  approval  memo  dated  13  March  2008 

6.  Do  not  construe  this  correspondence  as  approval  for  any  contract  fundng  Only  the  Contracting  Officer  or 
Grants  Officer  can  authonze  expenditure  of  funds  H  is  recommended  that  you  contact  the  appropriate  contract 
speoaisl  or  contracting  officer  regarding  the  expenddure  of  funds  for  your  project. 

7  The  HRPO  point  of  contact  tor  this  action  is  Karen  M  Eaton.  MS.  Human  Subjects  Protection  Scieniisi,  at 
extension  301-619  92&B/Kafen.m.eatQnffiu8. army  mil. 

CARYN  L.  CXKiHESNeAU,  OP 

Chtef.  Human  Subjects  Protecbon  Review 

Human  Research  Protection  Office 

Office  of  Respearcn  Protections 

U  S.  Army  Medical  Research  and  Matenet  Command 

Note:  The  offioal  copy  of  this  approval  memo  is  housed  with  the  protocol  file  at  Ihe  Office  of  Research  Protections. 
Human  Research  Protections  Office.  S04  Scott  Street.  Fori  Delrick.  MD  21702  Signed  cooes  will  be  provided 
upon  request 


Classificstion:  t  N<  l,W>IHt:l) 
Caywits:  NONE 


klip  I  j’<ipl.oeo^4smraiMI/?M(*24lk*lDfnbSf«IA4Mw-pl4iMrcli>ift6o»4ri«9w|2l(l«Mbc49»ct 
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11.  SF36 


Your  Health  in  General 


Please  answer  every  question.  Some  questions  may  look  like  others, 
but  each  one  is  different.  Please  take  the  tune  to  read  and  answer 
each  question  carefully,  and  mark  an  in  the  one  box  that  best 
describes  your  answer.  Thatik  you  for  couipletiug  this  survey! 


1.  In  general,  would  you  say  your  health  is: 


Excellenr 

Verv  good 

Good 

Fair 

Poor 

▼ 

▼ 

▼ 

▼ 

▼ 

□  s 

.  Conmared  to  one  year 

general  now? 

ago,  how  would  von  rate  vonr  health  ui 

MiKh  better 

Somewhat 

About  the 

Somewhat 

Much  worse 

now  dian  one 

better  now  than 

same  as  one 

worse  now  than 

now  than  one 

year  ago 

one  year  ago 

year  ago 

one  year  ago 

year  ago 

▼ 

▼ 

▼ 

▼ 

▼ 

□. 

□> 

36V2"*  Health  Survey  ©  1996, 2000  by  QtialityMetnc  Incorporated  and  Medical  Outcomes  Trust  -  All  Rights  Reserved 
36  is  a  registered  trademark  of  Medical  Outcomes  Trust 
-36v2  Standard.  US  Version  2.0) 
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3.  The  following  questions  are  about  activities  you  might  do  during  a 
typical  day.  Does  your  health  now  Uniit  you  in  these  activities?  If 
so,  how  much? 


Yes, 

Yes. 

No,  not 

Hiuited 

limited 

limited 

a  lot 

a  little 

at  all 

▼ 

▼ 

▼ 

.  \'ieorous  activities,  such  as  nmnino  liftmfi 

heavy  objects,  participatmg  in  strenuous 
sports . . 

. . 

. . 

. □, 

b  Moderate  activities,  such  as  movine  a  table. 

pushiue  a  vacuum  cleaner,  bowling,  oc  plating 
golf.- . . 

. □. . 

. . 

. Di 

,  T  .iftinp  or  cartMiifi  groceries . 

. n. . 

. Di . 

. □, 

i  Climbinfi  several  flights  of  stairs . 

. Di . 

. Di . 

. □, 

.  Clmibiue  cne  flielit  of  stairs . 

. □. . 

. Di . 

. Di 

f  Bendnifi.  kneelme,  or  stoc^me . 

. □. . 

. Di . 

. □, 

,  Walkins  more  than  a  mile . 

. □> . 

. n. . 

. Di 

b  WaDcuifi  several  hundred  vards . 

. □. . 

. Di . 

. □, 

i  Walkma  one  hundred  vards. _ _ _ _ _ 

. □: . 

. Di . 

. □, 

i  Badune  or  dressins  vourself 

. n.--- . 

. ...ni.. . 

. n, 

-36V2"*  Health  Survey  €>  1996. 2000  by  QualityMetrk  Incorporated  and  Medical  Outcomes  Trust-  All  Rights  Reser\'ed 

SF-36  is  a  registered  trademark  of  Medical  Outcomes  Trust 
(SF-36v2  Standard  US  Version  2.0) 
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4.  During  the  past  4  weeks,  how  much  of  the  tune  have  you  had  any 
of  the  followuig  problems  vnth  your  work  or  other  regular  daily 
activities  as_a_resu]t_ofj;ouij}hj2i£aL!l£2ll!i'^ 


All  of  the 

Most  of 

Some  of 

A  litde  of 

None  of 

time 

the  nine 

die  time 

the  time 

the  time 

▼ 

▼ 

▼ 

▼ 

▼ 

.  Cut  down  on  tlie  amotmt  of  time  von  spent 


on  work  car  other  activities . 

. di.... 

....di.... 

....di . 

. dd.... 

. ds 

b  Accomplished  less  than  you  would  like . 

. d..- 

....di.- 

--di . 

. dd.- 

. ds 

I  Were  limited  in  the  kind  of  work  or  other 


actiMties .  ■ . □. . . Di . . Ds 

d  Had  difSailtt'  perfomting  die  work  or  other 

activities  (for  ettample,  it  took  extra  effort) . CHi . IHli . CHi . did . Ids 


5.  Durma  the  past  4  weeks,  how  much  of  the  tune  have  you  had  anv 

of  the  followuig  problems  with  your  work  or  other  regular  daily 
activities  as  a  result  of  anv  emotional  problems  (such  as  feeling 

depressed  or  anxious)? 

All  of  the 

Most  of 

Some  of 

Alltdeof 

None  of 

tniie 

the  time 

die  time 

die  time 

die  time 

▼ 

▼ 

▼ 

▼ 

▼ 

.  Cut  down  on  die  amount  of  time  vou  spent 
on  work  or  other  activities . 

. di- 

-,di- 

.-ds- 

. dd.... 

...ds 

b  Accomplished  less  than  vou  would  tike . 

. di- 

....di- 

....ds- 

. dd.... 

....ds 

.  Did  work  or  odier  activities  less  catefuUv 
than  usual . 

. di- 

.-di- 

-ds- 

. dd.... 

....ds 
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6.  Diirmg  the  past  4  weeks,  to  what  extent  has  your  physical  health 
or  emotional  problems  mterfered  with  your  normal  social 
activities  with  family,  friends,  neighbors,  or  groups? 


1  Not  at  all 

.SliohrH' 

Moderately 

Qiute  a  tat 

Extremely 

▼ 

▼ 

▼ 

▼ 

▼ 

□  . 

□  3 

□3 

□  s 

7.  How  much  bodilv  naui  have  von  had  during  the  past  4  weeks? 

1  None 

Vet\'  mild  Mid  Moderate 

Severe 

Ver^’  Severe 

▼ 

▼  ▼  ▼ 

▼ 

▼ 

□  . 

□  3  □>  n 

□  s 

8.  Durmg  the  uast  4  weeks,  how  much  did  pain  mterfere  with  vour 
normal  work  (inchidmg  both  work  outside  the  home  and 
housework)? 

1  Not  at  all 

A  little  bit  Moderately 

Quite  a  tat 

Extremely 

▼ 

▼  ▼ 

▼ 

▼ 

□  . 

□  s 
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9.  These  questions  are  about  how  you  feel  and  how  things  have  been 
witli  you  during  the  past  4  weeks.  For  each  question,  please  give  the 
one  answer  that  conies  closest  to  the  way  you  have  been  feeling.  How 
much  of  the  tune  during  the  iiast  4  weeks... 


All  of  the 

Most  of 

Some  of 

A  tittle  of 

None  of 

tniie 

die  time 

the  time 

the  thiie 

the  time 

▼ 

▼ 

▼ 

▼ 

▼ 

.  Did  vou  feel  fiiU  of  life? . 

. 

....□d . 

...□s 

1.  Have  vou  been  ven' nereoiis? . 

...Di.... 

....□d . 

...□d 

.  Have  you  felt  so  down  in  the  dumps  that  nothing 
could  cheer  vou  up? . 

. 

. n.... 

...Di.... 

....□d . 

...□s 

d  Ha^■e  vou  felt  calm  and  peaceful^ . 

. 

....□d . 

...□s 

.  Did  vou  have  a  lot  of  energv? . 

. 

...Oi.... 

....□4 . 

...□d 

f  Have  vou  felt  downhearted  and  depressed'^ . 

. 

....□4 . 

...□d 

1  Did  vou  feel  worn  out? . 

. n...- 

....□d . 

...□d 

k  Have  vou  been  happv'’ . 

. 

....□d . 

...□d 

i  Did  vou  feel  tired? . 

. 

..  ni... 

....□4 . 

...Hd 

10.  During  the  past  4  weeks,  how  much  of  the  time  has  your  physical 
health  or  emotional  problems  interfered  with  your  social  activities 
(hke  visiting  friends,  relatives,  etc.)? 


AUcftte 

tui» 


Most  of  the 
tune 


Some  of  the 
Dnie 


A  httk  of  die 

DllK 


None  of  tlie 
tune 
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11.  How  TRUE  or  FALSE  is  each  of  the  following  statements  for  you? 


b 


i 


Definiteh' 

Mostly 

Don't 

Mosth’ 

Definiteh’ 

true 

tnie 

know 

false 

false 

▼ 

▼ 

▼ 

▼ 

▼ 

I  seem  to  get  sick  a  httle  easier  than 
other  people . 

. d. . 

. d. . 

. d,.... 

. d..,. 

. ds 

I  am  as  healthy  as  anybcxiy  I  know . CH  i . HU: . IHIj . IHIj . CUs 


I  expect  my  health  to  get  worse . CH  i . dll . Ids . d* . I  Is 


Mv  health  is  excellent . 

. d. . 

. d. . 

. d, . 

. d. . 

. ds 

TK\NK  YOU  FOR  COMPLETING  THESE  QUESTIONS! 
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12.  HUI 


HUI® 


HEALTH  UTILITIES  INDEX® 


INTERVIEWER-ADMINISTERED 

QUESTIONNAIRE 

(US  English  -  Self-assess) 


t  HUI  tMuKzoan  *  TiLK  544J)0t  (CDA).  *  222t61l  (UR).  USA  2660116 
e HaaUi UtiliMt  IndM  X«fitSKioa  t  TMA  ^10.246  (CSA).  #  2228610  (UR).  USA27160K2 
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Nof  for  qootition  or  distribBtioii  withoat 
pennissMB.  AH  copies  of  this  qaestioaiuire 
should  iBclode  a  cot«'  sheet  which  clearly 
ackaowledges  that  it  e  a  Health  Vtiities 
ladex  qnesboBiiaire  developed  by  Health 
Utdibes  Iec.  (see  prototype  attached). 


Do  Bot  Bse  this  qaestioBBaire  withoBt  writteB 
approval  from  Health  Utilities  Ibc.  This 
qoestioBBaire  is  ooe  of  aiaBy  HUIS  data 
collectioB  iBstrameBts,  aBd  may  Bot  be  the 
iDost  appropriate  for  year  stady. 


Hn23S2rS.40Q 

HE.\LTH  ITnJTIES  INDEX  SL4RK  2  ASD  MARK  3  (Hn2/3) 
40-rTEM  QITSTION'N.AIRE  FOR 
INTERMEW  ER-.\DMIMSTERED.  SELF-ASSESSED 
•TV\  O  WEEK"  HE.\LTH  STATUS  ASSESSMENT 


b>- 

WJ  Furlong.  DH  Feeny  and  GW  Torrance 
Health  Utilities  Inc.,  Dundas  ON  Canada 
August  2004 


Pemussion  for  use  of  this  document  is  limited  to  one  stud>' 
and  must  be  obtained  m  writmg  from: 


Health  Utihties  Inc.  (HUInc.) 

88  Sydenham  Street 
Dundas  ON.  Canada  L9H  2V3 
Telephone  (905)  525-9140.  extension  22389  /  22377 
Fax  (905)  627-7914 
fiirlongb  umcmaster.  ca 
http : ' 'wwcviiealthutihties.  com 
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Nm  for  QmMitfoa  Witkoal  Prnacaaa 

HEALTH  CnLITlES  INDEX 
NoCm  a>  laMKcbm  rwardms  Ik*  ^O-iiam  qattaannairs  fat 
mtan'iraar-ukBinamd.  Mlf-uisiwd 
'foro  weak*  kuhii  ttanu  atiMtmant 

Til*  ittadiAd  40-inm  aea\iavai^admmiuga»d  qaataonnairs  ku  b«*a  daaaaad  to  adi  tiis  mtnTtrATtn 
■amtbtr  of  qnasbau.  (cfoarm-paniaBorb>' takpiuas.  nqmredto  cfotofoi  ndqact'ikMhb  ttaOu 
acoorimf  to  ik»  chtafiraaon  ivtmu  ofbcik  Haabli  Utilitiiw  Isios  Mnk  2  and  MsL  3  (RUI2  and 

HUD)  Q^ttini  al  tcmfWm  mTl*  Tiv4«a«/<  in  l4m  ipacri/mTKim  hnrjKta  it  it  nftniiaftil 

to  ooDaa  ihit  iafhnnanop  in  haalik  canit  mMasaouBC  nnayi.  Pka»  aotr  tkat  rttpoadcac  art  la  k« 
fBcaara*Mi  to  aamr  il  nyropriatt  (fmeatiam^  Doa'l  kaaw*  aad  Ittfastd'  rt^ioajK  mall  ia 

data  aad  raa  tril  aat  be  able  to  cakaiate  the  HUI  atfotr  score:  for  n-yoadfar:  with  atssiac 
answers 


Tkis  vanioaof  tbaqaacBoanaiiauplnsad  toobat  ntpoowi  hum  a  wsda  tsmCT' of  ndifactv  i^d  t 
j^MTi  ad  olda^t.  about  tkor  haal&  aatin  dsnac  tka  pan  2  uaahs.  horn  tbeir  oam  patpoctna  Otbar 
sacuoat  an  nailablaa  foalitala  admintmadantopctacs'raipaiidiot;  (a§^  fomiiT' OMoabvs  ad  baahk 
(rofoiuonali)  mdn  56cns  ipiocbani  motbir  aswiiaiiitp«rx>ds  Tka 'caiwit' kaabb  focus  it  adaa  toad 
B  rlminl  ttudias  ad  acoDomic  asrahucai  of  hoallb  can  propcams.  in  wkicli  lha  concani  is  a  pvumor 
haiMi  ebaat  dna  a  ttuaesaat  Tbo 'naaf' baabb  focus  hat  bauusod  is papniaaanbaohb  umwjrv 
wban  skorMam  Ufaiatias  bko  colds  ate  not  tka  mqor  coocacu  Plaais  conacl  HUInc  to  obcam  ocfoot  of 
otbar  vurtaaat  of  tka  qnasuoawra 

Hus  qooctiannaire  iockidat  a  prcoon-pa  oavtt  ikacc  ofvanabiot  tfaai  wo  typneaUrnnpartat  far  idanedyinp 
auk  nnarvion: (an,  subject Onmabar  and  daw)  All  copaai  offoaquattiainiaira  sbonldba  cloacirinabod 
at  a  HUInc.  qfcasaoaBaaa 

For  fortkv  mfarmaritai  aibow:  foe  HU^  and  to  obtain  a  cops’  of  foe  alpsidim  for  codmn  nipontei  bom 
tbs  ■40’atm  sdersiowur-aimmislnied  qaestumnacu.  please  coBtaettbe  foilown;  (and  nfar  to 
(piettiannaseHU123S2US  ‘40Q  2002-09> 


U'iniaB  (BiQ  Furiona 
He^fo  Ubbtaes  hoc.  (HUInc) 

SS  Ss-doibam  Sweat.  Dundat  OK  Canada  LPH  2\D 
Teiapkow  (901)  323-9140.  eainasMB  22389 
Fas  (903)  627-7914 
fiulanib'jjBcnBssir.ca 
hop:  wwvkaaldaiokciat  com 


I  PiriwgWtFt  CHTictwOW  HeiMiiafoiwfok.  Alp«id»nf»ifa»H.»i»if  MaAIimJBZVMaAI 
iHUUt  loam  «eB«  tkaitfv^ae  Irals,  hwnOi  wtatn.  iMntHVciBiBd  ^wlar  aflila  manm,  wal  aiebaw  mills 

MMim  hr40.a— ■JaaiiawmfoieMWiwIhmiaiiWiie  lyaia— irm  Hsein  Uliliaei  Ik  ,  la^nfo^ad  deomme. 
Mran  I.  I»W 
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PROTOTYPE  CO\1R  SHEET 


HCI2^2rS.40Q 

HEALTH  UnUTlES  INDEX  XLAXK  2  AND  MARK  3  (HUTl'l) 
•40-ITEM  QUESnONN-ADlE  FOR 
INTERATEU’ER-ADMINISTERED.  SELF-ASSESSED 
“TWO  UTEK*  HEALTH  STATUS  ASSESSMENT 


STUDY  TITLE: _ 

ID  NUMBER  Of  SUBJECT: _ 

NAME  OF  SUBJECT _ 

NAME  OF  INTERATEUER: _ 

DATE  OF  INTERATEW; _ 

START  TIME: _ utL  lijn. 

END  TIME _ SAfA. 


CONFIDENTIAL ('■kca  f  nmphwd) 


HuJdi  Ublaiat  Ibc.  (HUIac) 

88  SvdMkim  Saw: 

Doaiu  dS.  Cmufa  L9H  TAI 
T*lqiiMD>  (903)  323-9140.  axtauuos  22389  1  22377 
Fi*  (903)  627-7914 
fitrioagbaUBOBUtK.ca 
Jatp:  vwwJiaaldmnljciK  com 


iii 


o 
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I 

Ht'mS2US.40Q 

HEALTH  UnuriES  INDEX  MASK  2  AND  M.«K  3  (HIHL  I) 

•tO-ITEM  QUESTIONNAIRE  FOR 
INTES\TEttTR-ADMINISTERED,  SELF-ASSESSED 
-TWO  UEEK'  HEALTH  STATUS  ASSESSMENT 

DiBiMct  Miof  quatocos  aiL  abontraxmi  ispacn  of  )«iir  UImo  lOB'BvnBi  ^(s  qaataam  «« 
would  Itks  yam  to  thiak  aboM  vosluaitL  and  yonr  afailKy  to  do  duafi  ob  a  da^-^-^r  baui.  itiir.T>r  jtt 
riT  Tl*"  TMI  i  To  doEaa  du  2  wock  poDod.  pltata  ttoak  abont  whart  ^  data  wat  2  waaki  a|D  lad  ncall 
dwaugor  aiaBB  dtatToahaio  oipwisaoad  (hriiif  dat  pnod.  Plsaufixni  yonr  answvn  on  yonr 
dMitit.  ititaihilint  andhowyonhai'n  fahdaingdapag  2  irtaki 

Yonsun'faaldat  loaaa  ofrtwta  gnatOoi  doaotappty  toyon.  bntit  it  iiupotusl  dnt  vn  atk  qb  tama 
lywainot  of wacyona  Alto,  a  fianr  qnainiont  »a  unnlar.  plaata  gamia  dia  appwmt  oxwijp  nd  aniww 
oacb  qnatiiiaB  ladapaDdaody. 

All  midmueoB  yon  irotida  it  ccoSikntial  Tbare  >«  no  or  wroa;  anisan;  odut  vn  want  u  y'om 

npimon  aboit  yos  ^t"!*"**  and  feaiinai 


bMmrwer; 

For  radi  qwtniaa.  road  ckr  nbre  ^aniiwn  u  writtca  on  the  lcft.hand  sidt  of  thr  fillawm*  th« 
^meutam  nnmbcr.  caphaaiB^  th*  andoriined  ward:  or  word:  in  itikct,  if  uy.  Do  noc  raad  tba 
nzptazt  opcian:  IcMd  down  the  right-hand  aargin  of  thr  pag*  except  if  liard  at  pan  of  the 
qaetnon  (t.g..  Q2(,  Q3L  ate.).  Do  aot  read  the  "Don't  know'  and  'Rffntcd''  respontet.  Encainrage 
retpoadcnc  to  antwor  each  qnetaon  to  the  betl  of  their  retalertiaa.  The  antwrr  giren  hy  the 
retpondent  to  each  qpetnoa  -hnndd  he  dearly  Barhcd  in  the  cirdelMix  beside  the  hm.  appropcinte 
answer  ksted  in  the  right  hand  aargin  of  the  qnesaaa  page. 
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MSION 

1  DiiaB;dMpast2irMki.kivByo«ba«Dablsto  iMWoDaion^  OYk-«G«m4 
•snadoff^sirr  ann)iniitwnh3t#gjusai  arcamict  lauM?  O  No 

O  Dootkoonr 
O  Rafiuad 


2 


Har«  yoa  (mod  ifala  id  ms  mQ  socu^  id  nad  ardmsT  OYm-^G«m4 
aaQ'ijinat  mA  ^iMt  or  oimart  Isbmi"  O  No 

O  Don^  know  /  DiAd'I  vaar 
(latMt  or  coBSct  Ismat 
O  Rsfiiud 


3  DiinB;thspaEt2mski.]BVByD«basBablslo  Msaiall? 


O  Ysi 

ONo->G«m( 
O  Dontkoov 
OKsfuisd 


4  Diina$&spait2wMki.ktT«TOBbosBablslo  MsmOiDou^  OYst-«G«MC 
encoBnnsa  &sad  oalfas  odisr  uAi  of  da  ittMtMichoHt  O  No 

or  ccmaa  Ihbim?  O  Dost  know 

O  KafsMd 
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Hits  yoDbaonabia  Id  im  «iU  bco^  B  nconuz*  a  friaaai 
ontlia  odar  lukof  tiia  himiniA  gUiiM  or  contact  laniM'!' 


HEAKINO 

(  DiinB;tii«pait2m«Li.kavByo«ba«Bablseobacviia9u 
lad  in  a  groqi  coamrtalioa  mb  at  load  &c«e  ot^  P*opU 
HtiAiMt/ a  haainis  auT 


7  Haftrsyonbaanabis  tobur  ta^it  uidinagioDp 

caan'<vucxm  vift  at  UaK  tbrea  o>&ar  paopl*  wiA  a  basis* 
■id' 


8  Dnm;d»pait2QaakLbavnyo«baaDablalobaaratiir 


9  Dim§^pait2  waaki.baTa}inabaaBabUlobaar'Bbalii 

isidin  a  coir.'vtxian  xcilb  ona  o<M  paruo  in  a  ({iiiat  room 
urrliDiir  a  aid? 

10  Harsyonbaanabiatsbaar  vbatu  iaidinacom.'arvalu» 
witb  one  o>dMrpKianina  ^fBMCtoamwnb  abaacos  ani? 


SPEECH 

11  Dnnngtepaitl'araaki.  bavoyonbaanablaiaba 

undarttsod  complettfy  nban  oam 

witb  paopla  aabo  do  not  knonr  TO«? 

12  Harrayonbasnabk  tobamdaraood/aarBLid^  wban 
ipoaknif  nidi  paopla  nbo  do  not  knoar  ynn' 


o 


) 

OYat 

ONo 

O  Don't  knoar  I  Didn't  ara« 
■iaiMi  or  contact  laiuac 
O  Xn&Md 


O  Ym  -  Ga  la  11 
ONo 

O  Danl  kncaa 
O  Xa&iad 

O  Yat  -•  Ga  fa  0 
ONo 

O  Don^  knoar  /  Didn't  vaar 
a  baaringaid 
O  Kabuad 

OYa» 

ONo-«Galall 
O  Don't  knoar 
O  Kn&iad 

O  Yai  -«  Ga  CO  11 
ONo 

O  Don't  knoar 
O  Kn&uad 

OYa» 

ONo 

O  Don'i  knoar  /  Didn't  vaar 
a  hairing  aid 
O  Xn&Md 


O  Yat  -  Go  10 1( 
ONo 

O  Don>  knoar 
O  Kn&tad 

OYat 

ONo 

O  Don't  knoar 
O  Rn&iad 
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U  Dnnaji^pattl  VMLi.kiv«^^bMBablslob* 

omUrucoii  coayjietfA  vban  ^pukiaB  vitli  p»apl»  wiio 
kaowyoimU? 

14  Hm^ranbaanabis  tobc  mdanrood/umiitfv  wkan 
ifwiluBf  with  paopU  vbo  kac«  von  wtS? 


O  Ym  ->  Go  to  14 
ONo 

O  Don't  kao« 

O  Koiiuad 

O  Yot  -  Go  to  1( 
ONo 

O  Don't  know 
O  Xn&iod 


15  Dmstc^paitl'arMki.bxvot'onbocBablalo  ^Mok  KaO'  OYm 

ONo 

O  Don't  knmr 
O  Kofiuad 


GETITNGAKOrND 

If  Doiaftepattl'Boaki.havo^mbacBablatDbBHl.  lift, 
^ZB3^  nm  viAonr  astd  MAaor  An(p  or 

ivjiiyimf  of  my  knid? 


O  Ym  -  Go  to  24 
ONo 

O  Don't  kncor 
OKo&Md 


17 


Hnro  Yooboonabklotnlk  ironnd&onu^bodKXMi  O  Yot  ••Goto  24 

tttdutudfffjJn  tadwakouhe^ofeift^mtemottKyhaS}  ONo 

O  Don't  knov 
O  Kniiuad 


U  HvroytmboooabkB  tsinlk  iroBBd  naifiibafaoodwHk 
d^iadnhatHldtomhe^ort^pmtemoiimykai' 


O  Yot  -  Go  to  24 
ONo 

O  Don't  knoar 
O  Kjs&iod 


19  Dunsf  ^pott^orMkvkavovonbotBablolooraikatiD?  OYot 

O24o  — Goto22 
O  Don't  knoor 
O  Kofntad 


20  Haco  ymi  ».nilfwit  mji-tatiii-W  nffMCt  Bick  U  bciCOt  OT  I 
cuo  or  ootcbo;.  to  bo  aiUo  Id  oriik  ooiBd  ^ 
aa^otkood" 


OYot 

ONo 

O  Don't  kanr 
O  Xn&tod 


21  Haro  yon  aoodod  tfaohotp  of  moAtor  poncmtowA? 


OYot 

ONo 

O  Don't  know 
O  Kakuod 


o 
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22  Hgr»  ^mi  iwoihii  >  wjwQlrhirr  to  wt  ncmd  lh« 
aa^feoduod? 

O  Y*» 

ONo 

O  Don't  know 

O  Kniiuad 

23  Hm  youMMlsdthshctp  of  aBO<&«rpcnan  to  RMiromuiizi 

ills  whattkhair'' 

O  Y*t 

ONo 

O  Don't  know 

O  Xnhuad 

HANDS  AND  FIS  GIRS 

24  DiinB;^patt2'a««hi.hiva>'o«hidthaAiff  lurofbodi 

hjndi  *«i  fiojowi'^ 

O  Ym  —  Go  to  2S 
ONo 

O  Don't  know 
OKnhuod 

25  HatrsvvDMMbdliiAlitip  of  mo<&«rp«ncmbKma  of 
hxDtmsu  m  thfl  «•  of  3P0«r  bandi  or  finfn? 

OYot 

ONo  — Gou27 
O  Don't  know 

O  Xnhuad 

2f  Hacvyoiia«»dadlfaabai{)of  BodMrponoDinthiaowaBhi. 
B9Dtt  mkv  or  iD  tMkt? 

O  Soma  tuki 

O  Motitaiki 
OAUtatkt 

O  Don't  know 

O  Xnhuad 

27  Hgta  Yomawrltd  ipaaal  agapmacc.  far  mtapia  tpocitJ 

OYoi 

iDolstobalp  with  dnio^or  aitiaK.b«caiii«af  lamOBnu  in  OHo 


thonMofyoirhatidi  arha§wt^ 

O  Don't  know 

O  Xahuad 

SELTXARZ 

28  DiinB§^pn>t2'ii««ki.hivoyonb««Bibla1o«nLbahn. 
dnit  and  luo  ths  toilat  withoot  thScnky' 

OYM-Goto31 

ONo 

O  Don't  know 

O  Rohuad 

29  Hgr»>Tma»8ikd  ifaohaip  of  moihtwpwxm  tooat  badm 
dmt  or  OM  8ao  totlit? 

O  O  OO 

30  Hsrs  yooBCMkd  ipocul  MjEipiiuBtor  took  tooat  badn. 

dtott  or  tuo  ^  tociw? 

O  O  OO 
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rmjvGS 

31  Dunn;  lb*  past  ls««ki.hiv«  TO*  baa  fasimc  loppy  or 


32  VoaUToadstaibaymirMif  ubiniif  Mt 

■)  bapp-  andiattTKtMl  in  Ida.  or 
b)  Sromrabat  hippy'' 


O  Hippy 

O  Ibiluppy  -•  G«  !•  33 
O  Doa^  kanr 
O  KainMd 

O  •-*  Go  to  34 
Ob->  Goi*34 
ODon'lkmnr 
O  Xa&iod 


0 


33  WoBldyiiBdHaijbo^aiiiiMif  atbivinfUt 
a)  inmon'ha  nabapp- 
bliorynbippy 

c)  lo  unbjpp' that  l3£»  it  not  wnrtebiU 

34  Dmag  bkopoitl  votbi.  dul^nnovtr  ioal  botfiil.  apiy. 
KTSibU,  Hxbcxu  or  daprotud' 


35  Hoot  ofinn  did  yvn  feol  &«&!.  mger.  sntbUo.  ancioiu  or 

ikpniMd 

nnh'.  occauoaalty.  o6m.  s  ihDott  alnyt’’ 


Oa 

Ob 

Oc 

O  Don't  kncor 
O  Xaiiuad 

O  Yo( 

ONo  — Got»37 
O  Don't  kao« 

O  Xabuod 

O  Xatoly 
O  Occauanallv 
OOfta 

O  Almost  ahaas'i 
O  Don't  kncor 
O  Kafniod 


3« 


Duiiap^past^tiocksdidytnifMlfincaw'A  bst&L  anpty. 
mtabU,  aaMiBS  or  (kpntscul  e  tbopomtof  noodmp 
pro&ssicna]  balp'’ 


OYot 

ONo 

O  Don't  kaoor 
O  Xabuod 


MEUOK\' 

37  Hoar  moold  yon  dowzjbo  yom  abilics'  id  mMaifcar  tbinev  O  a 

(brnnatbopastS  vookt:  Ob 

(a)  abtatnionaacibar  mow  things  Oc 

icmtwbx  bnaatM  O  d 

(c)  \nn'  fayit&d  O  Don't  knoor 

(4  nndUa  to  rmmribor  urtbrna  M  alT  O  Xabuod 
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THESiaNG 

38  How  would  ToadiMciiM^ivrabiliC}' ID  Audi  mdiah«diy 
to  dn-  (sobiiiou.  darms  dio  |»it  2  tmki: 

(i)  ibl*  to  tfamk  clorty  Mid  ioh«  prcMaBU 

0)}  had  1  itala  di£Bcahy 

(c)  lad  loisa  i<iffv-nlt\- 

(^hada  pan  deal  of  difficulty 

(•)  tmabia  to  think  or  loh'O  iiohkmi? 

PAIN  AM)  DECOhirCKT 

39  Haro  yon  had  By  tronUo  with  pain  or  ducon&rt.  (hrinf  ihs 
pan!  woefci'!' 


40  Howmaiy ofyonracmitiBi.  dnnax^pattl wwkvwgre 
lamad  by  pain  or  ditcaiBfbrt 
nona.  a  few.  loma.  moct,  all? 


41  Otanll.  how  wooldyoatMa^amrhaahh  dnnnc  thapast  2 

waakr 

(a)  aaratlinr 

(b) v«ygDod 

(c) pood 

(d) &cr 
(a)po« 

T^ak  TOC.  That  end:  Aic  tat  af  i|BFaiBBt. 

TTVfP nVKHrn  _ a.m./p.a. 


Oa 

Ob 

Oc 

Od 

Oa 

O  Don't  know 
O  Ka&iad 


O  Yat 

ONo  — Gata41 
O  Don't  know 
O  Xa&tad 


ONona 
O  Afow 
O  Soma 
OMotl 
OAU 

O  Don't  knew 
O  Ka&sad 

Oa 

Ob 

Oc 

Od 

Oa 

O  Don't  know 
O  Xafotad 
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13.  Western  IRB  Continuing  Review  Approvai  Letter  dated  March  31, 
2010. 


WIRB* 

t-aoo-HMnv 

FAX 


Wfstfrn  Tnstiturioaal  Re^ieu  Board  * 


ise  AvauE, ».  olvwvu.  wa  wm-icia 

PO  ao».OtYt«U.WA«iM.ju» 


Certificate 

of 

Approval 


THE  FOLLOWING  WERE  APPROVTD: 

DnXSTIGATOR:  Stevai  J  BemucMD 
RixmBllS 
222«Lililui  Street 
Hoooluta.  Havxii  96S17 


BOARD  ACTION  DATE:  S/MTOIO 
P.OiEL:  6 

STUDY  APPROVAL  EXPIRES:  +17v3011 
STUDY  >XM:  1107395 
VITRB  PRO  NTit  20090577 
Crt-ESTNXW:  14S923 
WONTVt  l-<02074-l 
CONTTNITNC  RESTEW:  AminiUy 
SITE  STATUS  REPORTTNG:  AnnaiUv 


SPONSOR:  DepinziieDl  of  DeMie 
PROTOCOL  NT\I:  None 
.-UklD  PRO.NTU: 

TITLE: 

THE  ECONOMIC  AND  QUAUTY  OF  LIFE  IMPACT  OF  REMOTE  TECHNOLOGIES  ON  HIGH  RISK  PATIENTS  AND  THEIR 
CAREGIVERS 


APPROVAL  INCLUDES: 

Snid^  md  iDvesagaw  £oc  m  >il<iiriotial  cconmnnj  renew  poiod  ITiii  approval  empires  oo  the  date  noted  above. 


WTRB  APPROVAL  IS  GR.ANTED  SUDJECT  TO; 


IF  YOU  HAVE  AN\'  QUESnONS.  CONTACT  UTJSB  AT  l-!00-5<M7S9 
Thai  u  10  c«nify  that  tbo  mfomurioa  cooouned  luran  u  tmo  mi  cctnct  as  rafiaciod  m  the  records  of  dw  Weswas  Isuoio&Qaal  RaA-iew 
Board  (WIXB).  OHRP  EDA  pareD  oapmzatioD  numbei  lORG  0000432.  IRB  registrati<ii  number  IRB00000533  PTE 
Chjtlirv  THAT  WntB  IS  IN  FULL  COMPLIANCE  WITH  GOOD  CLINICAL  HIACTICES  AS  DEFINED  UNDER  THE  D.S 
FOOD  AND  DRUG  ADMINISTRATICN  (FDA)  RZGUl-AnONS  AND  THE  INTERN.AnON.'U.  CONFERENCE  ON 
HARMONISATION  (ICH)  GUIDELINES 


Theodore  D  Scbuhz.  ID.,  Chaiiman 

TW  ifauMM*  ckctnHi>;«^  Fwinn  lain  cm  3/31/20199  25  12  PM  PST  Fof 

p^iora 


13120X0 

(Date) 

mtm  a*  Chad  Smtce*  m  l>36fr^2-2S00 


BtwtlAc<um  ai‘26'2010.  II07395 


Cc^^nt|9i  C  20CS  Wmem  tamn^Mnl  Rc%i 


Bnil  he  AOti^blx 
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WTRB  HAS  .4PPRO^■H)  THE  FOLLOWING  LOCATIONS  TO  BE  USED  IN  THE  RESEARCH: 

•  HOT>£  Pn^ectRoomBllS. 22T<LilihaS(ieM.  HonohiluHaviu  96817 

If  Uif  PI  has  aa  obigaboa  ta  as«  aaothar  IRB  for  aar  site  bsM  aboTO  aad  has  aot  sabnutted  a  writtca  statmcal  froai  the 

other  IRB  acknoirlMlgBig  niRB's  rerinr  of  this  research,  jdease  coatact  UlRB's  Cheat  Services  departmeat. 

ALL  WTRB  APPROTTB  DfVESTIGATORS  MUST  COhfPLV  WITH  THE  FOLLOWING: 

1.  Conduct  the  research  in  accordance  mtfa  the  protocol  applicable  laars  and  regolanoDs.  andtheptmcipiesofiKeatch  educs  as 
set  forth  m  the  Behnoot  Repon 

1  Aldsough  a  paitiapani  is  not  obliged  a)  give  Ins  or  her  reasons  for  wtdidiaanni  prematurely  &om  the  climcil  tiul  the 
mvesngaror  should  make  a  reasonable  effort  to  ascertam  the  reason  while  hilly  respecting  the  paiticipaiil's  rights 

3.  Unless  consea  has  been  aratved.  condaa  the  mfonned  consent  process  anihoin  coerewn  or  undue  mhuence.  and  provide  the 
polsinal  subject  sufficient  opportunity  a>  consider  whether  or  nor  KpartidpaK  (Due  to  the  uthque  ciicumstinces  of  research 
conducted  at  mteraanona]  sues  outside  the  United  States  and  Canada  where  WIRB  approved  maenals  are  cmisland  mto  the 
local  language,  the  following  requireiiieiirs  regardine  consent  farms  bearing  Che  WlRfi  approval  stanzp  and  regarding 
cenificahon  of  translations  are  not  applicable ) 

a.  Lseonly  the  most  ctitmt  consent  form  bearing  the  WTKB ’APfiROVED”  stamp 

b  Provide  noc-Enghsh  speakmg  sul^ects  with  a  cenffiedsanslatioD  of  the  approved  consent  hum  m  die  sulqecfs  first 
language  The  translabon  mnsc  be  approved  by  WTRB 

c.  Obtain  pre-approval  horn  WIRB  for  use  afreciuitniect  materials  and  other  maienals  provided  to  std^ecG 

4.  Obram  pre-approval  hem  WTRB  hit  change  m  research. 

$.  Oblam  pre-qiptoval  htxn  WTRB  for  ant'  plaimed  devuhons  that  could  adversely  a3ea  the  nghts.  safety  or  wel^re  of  subjects, 
or  the  integmy  of  the  research  data  and  any  change  in  the  leeaccb  activity  The  only  excqibon  is  whm  changes  are 
necessary  to  eliminate  apparent  immediate  hazards  to  subjects.  Devianons  necessary  to  ehininate  apparent  immediatt  hazards  to 
die  humm  subjects  should  be  reported  within  10  days 

6  Ihompth'  i^MT  ID  WTRB  aD  manhcgiated  problems  (adverse  wenis.  proiocol  deviations  and  violations  and  other  problems) 
that  meet  all  of  die  milowmE  entena: 

a.  Unexpected  (in  tenns  of  nature,  sevwiiiy  or  hequency). 

b  Related  or  possibly  lelaied  to  pamapaiionm  the  r«eaicb:  and 

c.  Suggests  that  the  research  places  sulgects  or  othen  at  a  greatec  risk  of  harm  dun  was  ptevioush-  known  or  recognized. 

Please  go  to  smrwwirb  com  for  congilete  dehnicions  and  hums  for  lepoitinE 

7.  I^idetepons  ID  WTRB  concaning  the  progress  of  the  research,  when  requesaed. 

8.  Ensure  that  pnoc  to  performing  sUidy-relaaed  duties,  each  member  of  the  research  study  team  has  had  training  in  the  proaecnon 
of  human  subjects  appropnaie  to  the  processes  requued  in  the  approved  protocol 

Federal  regwhhoais  reqaire  that  WTRB  conduct  contiawiitg  review  of  approved  research.  Yoo  wll  receive  Contiang 
Review  Report  forms  from  WTRB.  These  reports  most  be  relmraed  evea  thoagh  soar  stady  but  wot  have  started. 


_ H|»lof3 _ 

Buvil  Adhom  3/2&20I0.  SMd*  1 10739S  C  2O0t  WcMcm  ItMtteAuad  BuaA  he.  AH  tighli  ictnad 
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DISnUBimON  OF  COPIES: 

CortKt 

Cbnamc  NelsoD 
Stevm  I.  B«ncan  MO 
Scanicy  Saild  MO 
Headia  Thanas 


CflmBMT  Namt 

Hairan  Pacific  HeaMi 

St  Franrii  Healthcare  FomdatioD  of  Hamu  -  H  OJ>£  Piojea 
Depaitmem  of  Oefense 

St  Fiancis  Healthcare  Foondatioai  of  Hawaii  -  H  O  PE.  Project 


httaota 


BunlAaw  3l2MaiO.  Iteab  UVTm 


Cciftrfiffti  C  2O0i  Waiem 


Rcvk*  ^amA.  Ik  AO  nghli  rcMnrf 
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14.  HRPO  Amendment  and  Continuing  Review  Acceptance 
Memorandum  dated  May  18,  2010. 


Cmill-Rt  Conlntiimg  ■•vim  QurtlioiiOIVIIIXWH  0/-2-0064)  lUNCLASSITICD)  II:t«  AM 


Steven  J.  Berman  MD  <hopeprojecthawaii@gmail.com> 

RE:  Continuing  Review  Question  (W81XWH-07-2-0064) 
(UNCLASSIFIED) 

1  message 

Anderson.  Natasha  N  CTR  US  USA  MEDCOM  USAMRMC 
<Natasha.Anderson@amedd.army.mil> 

To  Tamami  Harada  <hopeprojeclhawaii@gmail  com> 

Classification:  UNCLASSIFIED 
Caveats  NONE 

Hi  Heather 

For  Dr  Berman  protocol  entitled  The  Economic  and  Quality  of  Life  Impact  of  Rerrwte  Technologies  on  High  Risk 
Patients  and  Their  Caregn/ers"  w  received  the  continuing  review  documents  on  April  7,  2010  The  next  CR  is  due  in 
April  201 1 .  HRPO  will  send  out  a  email  reminder  of  next  year. 


Tue,  May  18,  2010  at  3:27 
AM 


Cm  i 


Kind  regards 
Natasha 


Natasha  N  Anderson.  BS 

Continuing  Review  Analyst  (AMDEX  Corporation) 

Human  Research  Protection  Office  (HRPO) 

Office  of  Research  Protections  (ORP) 

U  S  Army  Medical  Research  &  Material  Command  (USAMRMC) 
Fort  Detrick,  Maryland 
Phone:  301-619-1065  or  DSN  343-1065 
Fax  301-619-7803  or  DSN  343-7803 
Natasha.AndersoniSAMEDD  ARMY  MIL 

Mailing  Address: 

Commanding  General 

U  S  Arniy  Medical  Research  and  Matenel  Command 
ATTN.  MCMR-RPH/Natasha  N  Anderson.  BS 
504  Scott  Street 

Fredenck.  Maryland  21702-5012 


- Original  Message . 

From:  Tamami  Harada  Imailto  hopeDroiecthawaii@amailcoml 
Sent:  Monday.  May  17.  2010  9:11  PM 
To:  Anderson.  Natasha  N  CTR  US  USA  MEDCOM  USAMRMC 
Subject  Continuing  Review  Question  (W81XVVH-07-2-0064) 

Hi  Natasha 


httpi://niAA.goo9l».com/m«il/?u,-2Slk-IOfffbsrei4v«w-ptAq-RAUvli«&^carcli.querv4th-12flabA(>dSb3cSSrO 


P*g<!  I  oTt 
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(jtimi  •  M:  CoMltmlnQ  Rr»*ew  Que^liofi  {WBlXWM-07-2-0064KUNCLASSlFtED) 


s/zsao  n  S4am 


When  Is  Ihe  next  Continuing  Review  due  for  our  research  project’  I  want  to  make  sure  that  we  put  it  in  our 
schedule  Will  HRPO  contact  us  about  it  when  it's  closer  to  the  due  date? 

Thank  you  for  your  help 

Heather  Thomas 

H  O  P  E.  Project 
2226  Likha  Street.  B115 
Honolulu.  HI  96817 
Phone.  (808)  547-6761 
Fax.  (808)  547-6932 

Classification:  UNCLASSIFIED 
Caveats  NONE 


hOp4://mail.QooQle.co«n/nMil/?U(-24ik-10ffrbSfc)Avie«v-pt4iQ-n4tash*&t«ArcK*QucfvAth*  U&atMOd$b3*9540 


P>9»  2  of  2 
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